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DEPARTMENT OF DEFENSE’S SOLE-SOURCE 
ANTHRAX VACCINE PROCUREMENT 


WEDNESDAY, JUNE 30, 1999 

House of Representatives, 

Subcommittee on National Security, Veterans 
Affairs, and International Relations, 

Committee on Government Reform, 

Washington, DC. 

The subcommittee met, pursuant to notice, at 10:05 a.m., in room 
2154, Rayburn House Office Building, Hon. Christopher Shays 
(chairman of the subcommittee) presiding. 

Present: Representatives Shays, Terry, Tierney, and 

Schakowsky. 

Staff present: Lawrence J. Halloran, staff director and counsel; 
Robert Newman, professional staff member; Jason Chung, clerk; 
David Rapallo, minority counsel; and Jean Gosa, minority staff as- 
sistant. 

Mr. Shays. I would like to call this hearing to order. 

In the 1998 Defense authorization bill. Congress conditioned 
funding for the new Joint Strike Fighter aircraft on the availability 
of two jet engine manufacturers. Why? Because the development of 
critical weapons systems demands competitive innovation and a ro- 
bust industrial base. But the Department of Defense [DOD], has 
been unable to bring the same competition and additional produc- 
tion capacity to the acquisition of what has been called a critical 
force protection system: the anthrax vaccine. 

Why more vigorous procurement standards for jet engines than 
anthrax injections? To meet the requirements of the mandatory, 
force-wide Anthrax Vaccine Immunization Program, referred to as 
AVIP, DOD today finds itself captive to the demands of the sole- 
source provider. With no emergency production facility for the cur- 
rent vaccine and no alternative vaccine ready for use, the Pentagon 
is locked in a dependent relationship with BioPort Corp., the newly 
privatized, apparently under-capitalized anthrax vaccine manufac- 
turer. 

To those who see the need for the AVIP, the current procurement 
strategy should raise grave concerns about the security of the sole 
production facility and the predictability of vaccine supply. To 
those who question the safety or efficacy of the mandatory pro- 
gram, BioPort’s financial troubles engender fears that cost cutting 
will affect vaccine quality. 

Just 9 months ago, the Department of Defense awarded a $29 
million contract to BioPort based on the company’s business plan, 

( 1 ) 
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optimistic cash-flow projections, and promises to fix longstanding 
quality problems at the production facility. 

Today, the plant remains closed, costs far exceed estimates, and 
revenues are below expectations. Facing a financial crisis, the com- 
pany has requested extraordinary relief from DOD in the form of 
a $10 million advance to pay off creditors, a substantial per-dose 
price increase, and the right to sell up to 20 percent of vaccine pro- 
duction on the private market. In short, in order to maintain any 
production capability for its own needs, DOD must pay more money 
for less vaccine, while BioPort sells more vaccine to get more 
money. 

What happened? How did DOD so misjudge the capacity of the 
sole vaccine provider to perform essential contractual obligations? 
How did BioPort so miscalculate the time and cost to bring a State- 
run facility into the notoriously difficult world of commercial vac- 
cine production? 

To help address these questions, the subcommittee asked the 
General Accounting Office [GAO], to review the anthrax vaccine 
contracts. The GAO findings, as well as observations by DOD’s own 
internal auditors, raise serious doubts BioPort can meet current 
contract commitments. They also conclude BioPort inherited an ac- 
counting system incapable of allocating costs as required by Gov- 
ernment contracts, and has not made promised improvements to 
account for costs. 

That finding raises more troubling questions about the extent to 
which BioPort knew, or should have known, the proposed contract 
prices were unrealistic; and about the extent to which DOD knew, 
or should have known, that BioPort would be unable to perform 
under the contract. 

A mandatory, force-wide immunization program to address the 
preeminent biological warfare threat ought to be based on more 
than an optimistic business plan and speculative private vaccine 
sales. Resting on so weak a foundation, can the anthrax vaccine 
program be sustained in its current form? 

We asked our witnesses to address these important questions 
this morning and look forward to their participation. 

And what we will do is we will jump right into it. I will introduce 
our first panel. Our first panel is comprised of Louis Rodrigues, 
who is Director, Defense Acquisition Issues, National Security and 
International Affairs Division, U.S. General Accounting Office. And 
he is accompanied by Ralph Dawn, who is the Assistant Director 
of this division. And it is my understanding, Mr. Rodrigues, you 
will be making the statement and then both will be responsive to 
questions. Is there anyone else that you think you may need to 
have put under oath that might answer questions so we could have 
them stand? 

Mr. Rodrigues. No, Mr. Chairman. 

Mr. Shays. OK, it will be the two of you? 

Mr. Rodrigues. Yes. 

Mr. Shays. And if I could ask you to stand and raise your right 
hands? 

[Witnesses sworn.] 

Mr. Shays. And note for the record that our witnesses have re- 
sponded in the affirmative. 
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Before beginning, let me just say that I have read the testimony 
of the three witnesses. I think this is a very difficult issue, and I 
in no way want to conclude that there is an easy answer. And so 
I am very interested in this hearing and will be interested in the 
responses to questions. 

Thank you. 

STATEMENT OF LOUIS J. RODRIGUES, DIRECTOR, DEFENSE 
ACQUISITIONS ISSUES, NATIONAL SECURITY AND INTER- 
NATIONAL AFFAIRS DIVISION, U.S. GENERAL ACCOUNTING 
OFFICE, ACCOMPANIED BY RALPH DAWN, ASSISTANT DIREC- 
TOR, DEFENSE ACQUISITIONS ISSUES, NATIONAL SECURITY 
AND INTERNATIONAL AFFAIRS DIVISION, U.S. GENERAL AC- 
COUNTING OFFICE 

Mr. Rodrigues. Thank you, Mr. Chairman. If I could, I would 
like my full statement submitted for the record? 

Mr. Shays. Sure. 

Mr. Rodrigues. And I will proceed with a shorter oral version. 
Mr. Chairman, it is a pleasure to be here this morning to discuss 
the contractual relationships between the Department of Defense 
and BioPort Corp. for production of the anthrax vaccine. Until 
1998, DOD had been procuring the anthrax vaccine from a biologi- 
cal facility owned by the State of Michigan. The facility is the only 
biological facility in the country licensed by the Food and Drug Ad- 
ministration to produce the vaccine. 

In 1997, the Food and Drug Administration identified numerous 
manufacturing problems that could have led to the revocation of 
the facility’s license. In response to concerns about the potential 
loss of anthrax vaccine production, DOD began funding renovation 
efforts. Production facilities were shut down in early 1998. Later, 
in the summer of 1998, the State of Michigan sold the facility to 
BioPort Corp. for $25 million. Also, the contracts DOD had with 
the State of Michigan facility were transferred to BioPort. 

DOD has made a significant investment in renovating BioPort’s 
biological facility to meet the military’s requirement for anthrax 
vaccine. However, BioPort has experienced delays in completing 
the renovation efforts and, as a result, production of the vaccine is 
about 5 months behind schedule. Because of the delays, the com- 
pany has not received the revenues it expected and now faces a se- 
rious cash-flow problem. The cash-flow problem we believe is due 
to the company’s inability to achieve its overly optimistic business 
plan. 

In response to its cash-flow problem, BioPort requested, and 
DOD has authorized, the sale of 70,000 doses to other customers 
before meeting its contractual requirements to the Department. In 
addition, the company has proposed several actions to resolve its 
financial problems, including asking DOD for advance payments 
and to increase contract prices. DOD officials are considering what 
actions, if any, should be taken to resolve BioPort’s cash-flow prob- 
lem. 

BioPort projects a significant operating loss for the year ending 
December 1999. In fact, those losses are greater than those during 
the fiscal years 1993 through 1996 when the State of Michigan 
owned and operated the biological facility. During those years. 
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losses increased from about $1 million in 1993 to $6.6 million in 
1996. 

In June 1999, the Defense Contract Audit Agency [DCAA] com- 
pleted an audit of BioPort’s financial condition. According to this 
report, there is substantial doubt that BioPort will be able to con- 
tinue performing its contracts, and the company needs additional 
cash to meet ongoing expenses and debt commitments. 

According to BioPort officials, the company is proposing signifi- 
cant price increases because (1) the production capacity is less than 
it was planned to be; (2) costs have increased; and (3) sales to other 
customers have not materialized as planned. 

BioPort’s proposed prices are several times higher than current 
contract prices. Moreover, BioPort is proposing to provide DOD 
about 3 million fewer doses than contractually required to better 
reflect its production capabilities and its desire to increase its pri- 
vate sales. According to BioPort officials, the reduced doses will be 
sufficient to support the Department’s immunization policy. 

According to DCAA, the company’s proposed increased price for 
the 2.5 million doses currently under contract is overstated. In ad- 
dition, the Agency found that BioPort’s accounting system was in- 
adequate and recommended that any company data submitted in 
support of a price increase be reviewed to ensure the accuracy be- 
fore any contract price is re-negotiated. 

Mr. Chairman, that concludes my remarks, and I will be happy 
to answer any questions. 

[The prepared statement of Mr. Rodrigues follows:] 
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Mr. Chairman and Members of the Subcommittee: 

It is a pleasure to be here this morning to discuss the contractual relationship between 
the Department of Defense (DOD) and BioPort Corporation for production of the anthrax 
vaccine. I will discuss (1) DOD's investment in BioPort's biologic facihty and contracts to 
produce the vaccine, (2) BioPort's current cash flow situation, and (3) proposals to 
improve the company's financial health. 

We have studied and reported on a number of issues concerning biological terrorism for 
this Subcommittee and others. A list of related GAO reports and testimonies is at 
appendix I to this statement. 

BACKGROUND 

From the 1970s until 1998, DOD has been procuring the anthrax vaccine from a biologic 
facility owned by the State of Michigan. The facility, first known as the Biologic Products 
Division of the Michigan Department of Public Health and later as the Michigan Biologic 
Products Institute, is the only biologic facility in the country licensed by the Food and 
Drug Administration (FDA) to produce the vaccine. In 1997, FDA identified numerous 
manufacturing problems that could have led to the revocation of the facility's license. In 
response to concerns about the potential loss of anthrax production, DOD began funding 
renovation efforts. Production facilities were shut down in early 1998. Later, in the 
summer of 1998, the State of Michigan sold the facility to the BioPort Corporation for $25 
million. The company paid $3.25 million in cash, securing $12.15 million in notes payable 
to the State of Michigan, and agreeing to pay $9.6 million based on other obligations, 
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including a percentage of future sales. The contracts DOD had with the State of Michigan 
facility were transferred to BioPort. 

RESULTS IN BRIEF 

DOD has made a significant investment in renovating BioPort's biologic facility to meet 
the nulitar>’’s requirements for anthrax vaccine. However, BioPort has experienced 
delays in completing its renovation efforts, and as a result, production of the vaccine is 
about 5 months behind schedule. 

Because of the delays, the company has not received the revenues it expected and now 
faces a serious cash flow problem. The cash flow problem, we believe, is due to the 
company's inability to achieve its overly optinustic business plan. In response to its cash 
flow problem, BioPort requested — and DOD has authorized — the sale of 70,000 doses to 
other customers before meeting its contractual requirements with DOD. In addition, the 
company has proposed several actions to resolve its financial problems, including asking 
DOD for advance payments and increasing contract prices. DOD officials are considering 
what actions, if any, should be taken to resolve BioPort’s cash flow problem. 

DOD INVESTMENT IN BIOPORT’S 
BIOLOGIC FACILITIES 

Since 1988, DOD has provided about $112 million in contracts, including options, to help 
ensure the viability of the anthrax vaccine biologic facility. As shown in figure 1, DOD’s 
contracts provided monies to (1) produce the vaccine, (2) renovate and expand the 
production facility, (3) provide various support services, and (4) purchase equipment to 
enhance production capacity. 
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Figure 1: \ alue of Contracts for tlie Anthrax Vaccine Biologic Facility 


Dollars in millions 



Awarded 
I I Option 

Source: GAO analysis of DOD contracts. 

DOD has also provided contract terms and conditions to help ensure the success of the 
anthrax vaccine program. For example, under P.L. 85-804, which allows for government 
indemnification of contractors for unusually hazardous risks, DOD indemnified BioPort 
against product liability. In addition, DOD agreed to allow the company to sell up to 
200,000 doses of anthrax vaccine to others, using govemment-funushed equipment rent- 
free, after DOD's requirements are met. 

BIOPORT’S CASH FLOW PROBLEMS 

BioPort’s renovation efforts have taken longer than expected and delayed production 
about 5 months. As a result, the revenues the company expected to receive have not 


P^e 3 


GAOA'-NSlAD-99-214 Contract Management 



9 


nmtenaJized. The company has continued to at cuinulate costs, including sigmOcaiU 
payroll costs. According to BioPort officials, the company does not lia\ e sufficient casli 
reserves or tlie ability to obtain commercial financing at reasonable rates to cover its 
operating expenses. 

BioPort projects a significant operating loss for the year ending December 1999.’ In fact, 
the losses are greater than those during fiscal years 1993-96 when the State of Michigan 
owned and operated the biologic facility (see fig. 2).' 

Figure 2: Biologic Facility Operating Losses in Fiscal Years 1993-96 

Dollars in millions 



-7 

1993 

1994 

1995 

1996 

!□ Losses in millions 

-S0.9 

•S2.6 

•$6.5 

-$6.6 


Fiscal year 


Source; Independent accountants’ reports 

In June 1999, the Defense Contract Audit Agency (DCAA) completed an audit of BioPort’s 
financial condition to determine if the contractor has adequate financial resources to 


BioPon considers ils projected operating lossfor'Jie year ending December 31. proprietary- infommuonand; 
therefore, it is not included in this statement. 

"Data regarding llie Slate of Micliigan s operating lo»es wer*; available only for fiscal yeare 1993-90. 
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perform its DOD contracts. According this report, there is substantial doubt that BioPort 
will be able to continue performing its contracts. The company needs additional cash to 
meet ongoing expenses and debt commitments. For example, under the terms of its 
purchase agreement, BioPort must pay $8.8 million of its debt to the State of Michigan on 
September 4. 1999. 

We believe BioPort's cash flow problem is due to its inability to achieve its overly 
optimistic business plan. The company’s business plan, in addition to meeting DOD’s 
requirements, provided for the sale of anthrax vaccine to other customers. Because 
renovation efforts are taking longer than expected, vaccine production for DOD as well 
as other customers has been delayed about 5 months, and expected revenues have not 
materialized. 

EFFORTS TO IMPROVE BIOPORT’S 
FINANCIAL HEALTH 

BioPort recently requested and received DOD’s authorization to sell 70,000 doses of 
antlirsix vaccine to other customers. DOD has approved the sale of 30,000 doses to the 
Canadian Armed Forces, in part so the company can generate revenues to help cover 
operating expenses. BioPort intends to sell the remaining 40,000 doses to other potential 
customers: these sales would also require approval under export control regulations. 
DOD gave its approval even though BioPort was not fully meeting its contractual delivery 
requirements. BioPort officials indicated that the sale of the 70,000 doses is expected to 
generate several million dollars of revenue. 
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III addition to this shoil-lemi action. BioPort lias requested that DOD modify iis i oiiiract 
to pro\ ide for, among other tilings, advance payments and significantly higher contract 
prices. DOD and BioPort are now discussing these modifications. 

According to BioPort officials, the company is proposing significant price increases 
because (1) production capacity is less than it was planned to be, (2) costs have 
increased, and (3) sales to other customers have not materialized as planned. BioPort 
has informed DOD that it will not to be able to produce all of the 2.5 million doses or all . 
of the 5,4 million doses contractually required to be produced in option years one and 
two. respectively. As shown in figure 3, the contractual price per dose w'as expected to 
decrease as production quantities increased. 


Figure 3: Contract Prices and Production Requirements 

Price per dose in dollars Quantity in millions 



m Ouanlity of doses to be produced 
Source: GAO analysis of DOD contracts. 
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BioPort’s proposed prices are several times higher than current contract prices. 

Moreover, BioPort is proposing to provide DOD about 3 million fewer doses thsin 
contractually required to better reflect its production capabilities and its desire to 
increase its private sales. According to BioPort officials, the reduced doses will be 
sufficient to support DOD’s immunization policy. 

According to DCAA, the company’s proposed price for the 2.5 million doses currently 
under contract is overstated. In addition, the agency found that BioPort’s accounting 
system was inadequate and reconmtended that any company data submitted in support of 
the price increase be re\iewed to ensure accuracy before any contract price is 
renegotiated. 


Mr. Chairman. Members of the Committee and Subcommittee, that concludes my 
prepared remarks. I would be happy to answer any questions you may have. 
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Appendix 1 


Appendix I 


Related GAO Products 


Combating Terrorism: Observations on Growth in Federai Programs (GAO/T-NSIAD- 
99-181, June 9, 1999). 

Medical Readiness: Safety and Efficacy of the Anthrax Varcine (GAO/T-NSIAD-99-148, 
Apr. 29, 1999). 


Gulf War Illnesses: Questions About the Presence of Soualene Antibodies in Veterams Can 
Be Resolved (GAO/NSIAD-99-5, Mar. 29, 1999). 


Combating Terrorism: Observations on Biological TeiTori.sm and Public Health Initiative.s 
(GAO/T-NSLAD-99-112, Mar. 16, 1999). 


Combating Terrorism: Observations on Federal Spending to Combat Terrori.sm (GAO/T- 
NSIAD/GGD-99-107, Mar. 11, 1999). 


Combating Terrorism: Efforts to Protect U.S. Forces in Turkey and the Middle East 
(GAO/T-NSlAD-98-44, Oct. 28, 1997). 


Combating Terrorism: Status of POD Efforts to Protect Its Forces Overseas 
(GAO/NSIAD-97-207,July21, 1997). 


(707423) 
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Mr. Shays. Thank you very much. Based on your experience re- 
viewing DOD procurement, are the terms that were originally set 
out generous, and are the terms now overly generous? 

Mr. Rodrigues. Let me try to answer that more in terms of 
other kinds of contracts that we have looked at, sole-source con- 
tracts. 

Mr. Shays. And you can define generous if you want. 

Mr. Rodrigues. OK. Let me try to deal with this in terms of 
comparing this to other types of sole-source contracts that we have 
looked at. It is rather unusual, this was rather unusual to end up 
with a situation where you have a company whose cost controls are 
so unreliable that there is no way at all that we could negotiate 
based on cost. We end up negotiating based on theoretically a price 
analysis. Yet, when you look at all the details involving this nego- 
tiation, it really looks more like a cost-base activity. The cost sys- 
tem, when DCAA looked at it, had been invalidated as appropriate 
for use in negotiations. Normally, you may be able to go price-base, 
but you would also have the option of falling back to cost-base pric- 
ing if you needed to. 

In a high-risk type of endeavor like this, I say it is high-risk from 
an investment standpoint on our part simply because you had a 
company that financially wasn’t as stable as you might like to 
have, didn’t have a lot of financial resources to carry itself through 
in the event of any problems occurring. At the time we signed the 
contract, the plant was closed down. It was being renovated, and 
had a projected date for re-opening. Some very optimistic kinds of 
things that needed to happen in order for their financial plans to 
come through. The company where they are relying on us basically 
as their only source of funds for the time being and, yet, didn’t 
have the cash reserves to encounter any kinds of problems that ul- 
timately have occurred and affected the delay. This 5 month delay 
in re-opening the production facility, created a real problem in 
terms of their ability to sustain themselves. They only put in $3.25 
million in cash in the acquisition, didn’t have a great deal of funds 
available. 

So this kind of a situation where you have a company who is re- 
lying basically solely on this product for its future viability and, 
yet, we are sitting there with only projections to deal with in terms 
of when it would be able to reopen, when you would have sales, 
when you would be able to generate the cash to cover yourself in 
terms of any unforeseen problems. All of those things would be 
rather unusual. 

Mr. Shays. Let me try to put it in a context that I can under- 
stand. The DOD determined that its force protection would be — 
that we would go the route of vaccines and the first vaccine that 
we would seek to do, concern about use by another country or by 
terrorists, would be the anthrax vaccine. We make a determination 
that we are going to make this a mandatory program for all our 
military and that this is not just one shot, this is up to six shots 
or more. 

Now we have made that determination, we, DOD, and now we 
go and see who can provide this program to us. Now during the 
war in the Gulf, we did not have it mandatory I don’t think for all 
of our military personnel but a good number were required to take 
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the anthrax vaccine. And so we had negotiated an agreement with 
this plant that was in Michigan and it was owned by the public 
sector, the State of Michigan. So we had some relationship there. 

But in the end, DOD decided to have this program and it went 
out in a bid process and only one manufacturer responded is my 
understanding, and that was the State of Michigan. Is that correct 
so far? 

Mr. Rodrigues. Yes, sir. 

Mr. Shays. Now then there was concern that the State might not 
want to hold on to this plant. So there was interaction with the 
Governor, Mr. Engler, in Michigan to keep this plant running and 
ultimately that took place. Then it was sold by the State, I think 
for about $25 million. And then it was obviously generous terms in 
terms of financing. But they were going to shut it down, and I don’t 
know what the value of the plant would have been if they had shut 
it down, and these are questions that I would love to know. 

But the bottom line is that the DOD decided this program was 
so important that they were going to go with this manufacturer. 
And it was sold. It then became a private investment. And DOD 
has set certain terms what they would do to the plant and also 
what they would pay per vaccine. And so there was this agreement 
established. 

Now what I guess I want to know is in a circumstance like that 
where there is really I think one manufacturer in the country, I 
don’t think there was another manufacturer. What options are 
really available to the military that they can go with that one pro- 
vider or they can do what? 

Mr. Rodrigues. In this case, because they had an immediate 
need, and there is only one licensed provider, you really don’t have 
an option. But it becomes a matter of what is your strategy for the 
future? Do you lock yourself into a single provider and stay with 
that or do you look to try to establish a second source for — it could 
be any number of reasons? The problem here is the volume prob- 
ably doesn’t justify, at this point, a second source from an economic 
standpoint. But if we are relying upon this vaccine as part of the 
backbone of our defensive biological program, the question of vul- 
nerability to a single site becomes an issue. If you made a decision 
with respect to that vulnerability that led you to want to have an 
alternative site, then we probably should be looking at establishing 
a second source. But it is not going to be cheaper. 

Mr. Shays. Now one thing DOD could have done, couldn’t they, 
is just simply delayed the decision until they had better options? 
In other words, they could have decided to begin — they could have 
even have gone into a contractual arrangement but just not deter- 
mined to begin the mandatory program as early as they did, cor- 
rect? 

Mr. Rodrigues. I am not in a position to address that. That has 
to do with a policy level decision on deciding to vaccinate 

Mr. Shays. No, but that clearly is an option? 

Mr. Rodrigues. Well, sure, it would be an option but it would 
be a policy decision. 

Mr. Shays. In the cases that you are aware of where there is 
only one provider, what is usually the options available again? Mr. 
Dawn, do you want to 
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Mr. Rodrigues. Usually when you have one provider, that one 
provider in a sole-source environment isn’t so dependent on that 
single product for its financial viability. They usually have other 
product lines that are generating income and if they run into a 
problem on this one line, it won’t put them out of business. In this 
case, problems with this vaccine, with the production and delivery 
of this vaccine to the Department of Defense puts this corporation 
in an extremely bad financial position. And that is rather unusual. 

Mr. Shays. I am going to ask you a few more questions about 
the contract and also in regards to the 70 doses and then I will 
yield, or not yield, but recognize Ms. Schakowsky, who I welcome. 
So let me just ask you, what particularly do you find overly opti- 
mistic, those were the terms you used, “overly optimistic” about 
BioPort’s business plan upon which DOD based its contract? 

Mr. Rodrigues. Yes, in terms of the optimism, the fact that they 
had very little cash on hand to be able to sustain themselves in the 
event of any of their projections — where their income was going to 
come from and when their source of income was going to come back 
on line. So they didn’t have a lot of cash available to carry them- 
selves in case of unforeseen delay against their plan. 

The other thing was the production activity was scheduled to 
come up in January 1999. If it didn’t come up in January 1999, 
given their limited cash reserves, what were they going to do about 
that? They were projecting what was going to occur and if it didn’t, 
we were going to start to have problems. 

They were projecting sales to others, both of the vaccine itself 
and of other products that weren’t occurring because the plant was 
shutdown. 

And those kinds of things. They were all projections on hopeful 
sales, hopeful re-start of the line. There is no income coming in, the 
plant is closed. And if those things don’t occur, how do you get 
through the period where you are not able to deliver products and 
therefore receive money? 

Mr. Shays. One of the challenges was they had a best case sce- 
nario and you are not aware that they had fall back plans, and you 
have already stated they weren’t capitalized in a way that would 
enable them to draw on their own — so this is basically, we were 
rolling the dice and expecting that it had to come out really great 
and if it didn’t, we had a big problem? 

Mr. Rodrigues. Exactly. 

Mr. Shays. And that is what has happened. 

Mr. Rodrigues. Exactly, Mr. Chairman. And the other part of it 
was, of course, that they were locked in an agreement with the 
State of Michigan to continue to employ that full work force for 1 
year after the initiation of the contract. So they couldn’t deal with 
downsizing that work force during the period either. 

Mr. Shays. But the State of Michigan was going to shut down 
the plant and put everyone out of work, but they have a contract 
with us, the U.S. Government, that we have to keep them em- 
ployed and they sold the plant for $25 million? 

Mr. Rodrigues. No, they don’t have a contract with us. The 
agreement between BioPort and Michigan was that they had to 
continue to employ those people. 
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Mr. Shays. I would love to know what they would have gotten 
if they shut the plant down. In place of a firm fixed price contract, 
what would you have recommended as a more workable and appro- 
priate form of procurement? 

Mr. Rodrigues. Clearly, in this type of a situation, a firm fixed 
price contract isn’t the appropriate contract vehicle, some type of 
cost contract is. But the problem we had was the cost systems at 
BioPort wouldn’t support a cost-based contract. On the other hand, 
we did nothing to force BioPort’s hand and make them come up 
with a cost control system, not a cost accounting standard kind of 
compliance system. But at least a cost control system that would 
allow us to determine allocability and allowability of cost so that 
it could properly price the product that we are buying. We just de- 
ferred to a firm fixed price contract, based on theoretical price 
analysis. Although when you really look at the record, it really all 
ties back to cost analysis. And, yet, we know the cost data are no 
good. 

Mr. Shays. Basically, part of your testimony is that we really 
had no factual information on which to base our reimbursement, 
isn’t that correct? 

Mr. Rodrigues. Correct. 

Mr. Shays. How much was our investment in the renovation? 

Mr. Rodrigues. To date, we have obligated $11.3 million in ren- 
ovation expansion and another $7.1 million in Government-fur- 
nished equipment and direct buy of some equipment by the cor- 
poration. 

Mr. Shays. It is $11 million plus what? I’m sorry. 

Mr. Rodrigues. $7.1 million — $6.8 million in Government-fur- 
nished equipment and another $250,000 that we gave to BioPort or 
provided to BioPort on the contract to buy some holding tanks. 

Mr. Shays. And that was in the original contract? 

Mr. Rodrigues. Everything but the holding tanks and I believe 
there was another $191,000 

Mr. Shays. Let me just say this, I would prefer if Mr. Dawn has 
a closer expertise in this to just respond. 

Mr. Dawn. Yes. [Laughter.] 

Mr. Shays. See, I just wanted a simple answer. 

Mr. Dawn. As Lou said, most of the money for renovation and 
the equipment was in the 1991 contract. There were modifications 
to the 1991 contract, although there was a small piece that was in- 
cluded in the 1998 contract. 

Mr. Shays. You mean the 1991 and the 1998 contract are inter- 
related? 

Mr. Dawn. Interrelated, yes. The 1991 contract was transferred 
from the State of Michigan to BioPort. 

Mr. Rodrigues. If I could, Mr. Chairman? 

Mr. Shays. Sure. 

Mr. Rodrigues. Virtually all of the money was provided as modi- 
fications to the original 1991 contract with the State of Michigan. 
Since BioPort took over, there were two minor modifications, one 
to move a generator, another one for some electrical changes. Those 
two totaled $193,000. And then in addition, we provided for equip- 
ment — $250,000 for two holding tanks. That was provided under 
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the 1998 contract to BioPort. Everything else came over with the 
renovated contracts from the Michigan facility. 

Mr. Shays. What was the exact arrangement between DOD and 
BioPort with regard to the sale of the 70,000 dosages? What was 
the arrangement that was made? 

Mr. Rodrigues. The arrangement was they approved the sale of 
the 70,000 doses, or they authorized the sale, and they have since 
approved the sale of 30,000 of those to Canadian forces. The ar- 
rangement is BioPort gets the money. 

Mr. Shays. But they are able to make the sale before they meet 
their contractual obligations to DOD? 

Mr. Rodrigues. Yes, Mr. Chairman. 

Mr. Shays. Before means they would still supply to DOD and at 
the same time supply — or all 70,000 come first? 

Mr. Rodrigues. The 70,000 actually exist. And we had a difficult 
time figuring out where that 70,000 comes from. But as best we 
can tell, at the time that BioPort bought the facility, with the facil- 
ity came, at least 860,000 doses, 790,000 of those were delivered 
under the base-year contract of the Department of Defense. And, 
as we understand it, although we are not clear, there must have 
been an additional 70,000 doses that were available. BioPort 
claimed that those were unexpected excess production, but there 
hasn’t been any production going on since BioPort 

Mr. Shays. Yes, which is going to be my last question. How can 
we determine that the 70,000 doses makes sense and that they are 
in excess of what DOD requires? And I am making an assumption 
right now, since we don’t have production, we need it. 

Mr. Rodrigues. It is my understanding that the Department, 
with the stocks on hand, has enough to carry them through and 
that the approval of the 70,000 doses was, in effect, to provide 
some financial relief of the corporation, allow them to sell it. Does 
the Department still have a requirement for that dosage? Yes. Do 
you need it today in order to do the vaccination program? I believe 
the answer is no. 

Mr. Shays. So your testimony is that the program is operating 
without interruption, that we are keeping up to exactly the plan 
that we intended to? 

Mr. Rodrigues. That is my understanding right now. 

Mr. Shays. Well, that raises the question to me then that if the 
production isn’t — I thought that one of the problems that BioPort 
has said is that they don’t have production, therefore, they don’t 
have income. But they do have income. They have this backlog of 
vaccines, dosages, that they are able to sell, correct? 

Mr. Rodrigues. Well, yes, the 70,000. 

Mr. Shays. They had 800,000-plus? 

Mr. Rodrigues. Right, and they have delivered that and been 
paid for it and those funds are gone too. And that you could have 
seen in the projections that are coming as well. Their cash reserves 
plus assets on hand with the sale prices that they had, if you ran 
into problems, you still had this potential financial problem that 
they are having to deal with right now. 

Mr. Shays. Let me recognize Ms. Schakowsky. But, first, let me 
ask unanimous consent that all members of the subcommittee be 
permitted to place an opening statement in the record and that 
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record remain open for 3 days for that purpose. And without objec- 
tion, so ordered. And I ask further unanimous consent that all wit- 
nesses be permitted to include their written statement in the 
record. And without objection, so ordered. You are on. 

Ms. ScHAKOWSKY. Thank you. I find this whole situation quite 
disturbing that since 1988, the DOD has provided about $112 mil- 
lion to help ensure the viability of the BioPort facility. I am talking 
about funds to produce the vaccine, renovate and expand the facil- 
ity, provide support services, purchase equipment to enhance pro- 
duction capability. And I know we will get into this more later, but 
DOD has also indemnified BioPort against product liability claims 
and, yet, they are in a cash-flow crisis right now, in part because 
are all the lines shut down? Are they producing at all? 

Mr. Rodrigues. They are back up right now. But they were 5 
months behind where they should have been. 

Ms. SCHAKOWSKY. Right. And even though the procurement con- 
tract between DOD and BioPort is only 9 months old, I know that 
the GAO has reported that BioPort already has requested modifica- 
tions to the arrangement. First they asked to be permitted to 
charge DOD more than originally negotiated in the contract and 
this proposal is designed to address, I am sure at least in part, the 
cash-flow problems that BioPort has experienced. It justifies this 
increase on lower than expected production capacity, increased 
costs, and the failure of sales to other customers to materialize as 
planned. 

I wanted to ask you, you stated that BioPort is also proposing 
to reduce the number of doses it is required to provide DOD under 
the contract by $3 million. Will these doses be provided at a later 
date? 

Mr. Rodrigues. I would assume the Department would want 
those at a later date. You are going to have to ask the Depart- 
ment’s representatives. And, once again, the Department of De- 
fense, to my knowledge, has not agreed to any of these proposals 
at this point. 

Ms. SCHAKOWSKY. You mean any of the modifications of the con- 
tract? 

Mr. Rodrigues. These are BioPort proposals. 

Ms. SCHAKOWSKY. Right. 

Mr. Rodrigues. And they are, as I understand, in discussion 
with the Department on these issues now. 

Ms. ScHAKOWSKY. So all of the questions I was going to ask re- 
garding price increases because essentially we do see the number 
of doses as essentially a price increase, are these better directed 
where? 

Mr. Rodrigues. Certainly, you can ask the Department. Let me 
talk to that a little bit. One of the problems that you have is the 
quantities that were in that contract, it was 2.5 million doses for 
option year one, which is the current year 1999, and 5.4 million 
doses for option year two, which is year 2000. Those quantities 
were based on all production being deliverable. And what we find 
is that usually at the outside, 80 percent of the product produced 
would actually be deliverable. So the estimates were already high 
to start with and BioPort saying, “Well, we can’t produce at those 
rates, can’t deliver at those rates,” whether you can produce is a 
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different issue. So they are looking for relief from the quantities. 
And their position is it wouldn’t affect the Department’s inoculation 
program plan. So I think the Department would be better able to 
answer that. It does appear that they could make adjustments if 
they chose possibly, but you are better off asking them. 

But the fact of the matter is it was rather optimistic in terms of 
getting the quantity specified under the contract actually delivered 
out of that facility. 

Ms. ScHAKOWSKY. But essentially we are talking about a third 
fewer 

Mr. Rodrigues. Yes. 

Ms. SCHAKOWSKY [continuing]. Being made available. So how can 
we possibly even think about achieving the same goals with a third 
fewer doses? 

Mr. Rodrigues. If you are talking goals in terms of price? 

Ms. ScHAKOWSKY. In terms of serving DOD’s needs? 

Mr. Rodrigues. Right. 

Ms. ScHAKOWSKY. And price? 

Mr. Rodrigues. On the price side, you do have fewer doses but 
what they wanted to do is substantially increase their sales to 
other customers with a lot of the cost being shifted to the commer- 
cial sale side of the house. Clearly, with lower production, you are 
going to end up with higher unit prices. But they were going to in- 
crease their sales to their other customers, which should allow us 
to keep some kind of control on the price increases. 

Ms. ScHAKOWSKY. Has anyone at GAO compared the original 
contract terms with the terms that BioPort is now proposing? In 
other words, how much did DOD originally agree to pay for 8.8 mil- 
lion doses, including renovations and equipment and all other DOD 
funding? 

Mr. Rodrigues. Yes, ma’am. As I said, the prices that are being 
proposed are substantially higher. The data we have has been 
marked proprietary by the company, so I can’t give you the exact 
numbers. But they are a great deal higher than the prices that 
have been negotiated in the contract. 

Ms. ScHAKOWSKY. So if DOD accepts all of BioPort’s proposals for 
decreased supply and increased price and advanced payment, how 
much will we be paying for 5.8 million doses? 

Mr. Dawn. Well, we can say that it will be several times more 
than we are paying now. 

Ms. ScHAKOWSKY. Several times more than we are paying, two, 
three? Three is usually several. 

Mr. Rodrigues. Several. It is more than two. 

Ms. ScHAKOWSKY. More than two. Less than four? 

Mr. Rodrigues. The problem is if I give you the exact multiplier, 
than I am going to be giving you the price and we are getting into 
this issue of proprietary data at this point. 

Ms. SCHAKOWSKY. Thank you. 

Mr. Shays. Let me just ask one or two other questions. The bot- 
tom line is we have a program that our DOD has determined is 
necessary to protect our soldiers. And we are going to require 2.4 
to 2.7 million men and women to take a vaccine some of them don’t 
want to take. In Great Britain, it is voluntary and in France, they 
are not touching it. They are going more toward protection with 
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protective gear. The negative of that is that some biological agents 
you don’t detect until they have already killed you or have caused 
serious injury. The plus is that the protective gear can protect you 
from more than one form of attack. So we have variations here. 

The DOD has determined they want this program and they want 
it so bad that they have agreed to a sole-source provider who is 
under-capitalized, using what is old technology, in the sense — ex- 
cuse me, an old licensed product that could be made better but that 
takes time. Rather than waiting to have this product improved and 
to have more options, they decided to jump right in. We have a sit- 
uation now where BioPort, under-capitalized, is not able to meet 
the requirements. 

What options, as you look on the outside are available to DOD 
because from my standpoint it seems to me BioPort basically can 
say, “You don’t like it, then that’s the breaks.” And DOD is faced 
with well, we think it is an important program. We better meet 
their demand or we are going to have to go somewhere else and 
they have nowhere else to go. So tell me under those circumstances 
what options are available? 

Mr. Rodrigues. First of all, I wouldn’t want to leave you with 
the impression that only BioPort has all the cards to play. The fact 
of the matter is if we don’t buy that vaccine from them, they don’t 
have a customer to keep them in business. 

Mr. Shays. Right. 

Mr. Rodrigues. It is a mutual dependency at this point. So the 
Department has quite a bit of leverage, I think. Now how they use 
it, that’s a different issue and you can certainly address that with 
the people who will follow us here at the platform. But it isn’t 
BioPort that has us over a barrel and we have no leverage with it 
to use. We do. The company, if it wants to continue, needs the De- 
partment at this point for sales. 

The other thing is this is a licensed item which requires approval 
by the Department of Defense. They are also manufacturing it off 
of equipment rent-free so they have to have approval from the De- 
partment of Defense. So we do have quite a bit of leverage on the 
Department side too in dealing with this issue. 

Mr. Shays. So if you were advising the military, they should — 
I am being somewhat facetious, but, frankly, the more important 
they say this program is, the more they are basically saying we are 
going to make a deal? I mean the bottom line is we are saying it 
is an essential program. It is so essential, we are willing to have 
good men and women resign from the force because they refuse to 
take it. And we feel so strongly evidently that it is worse losing 
good men and women, who out of conscience don’t want to take 
this, and that says, if I am BioPort, that I have a very willing 
buyer. But your point is if they back off, BioPort goes out of busi- 
ness and they lose their relatively small investment given the 
amount of production costs and so on. It is a very small investment 
for them. 

Mr. Rodrigues. Yes, it is. 

Mr. Shays. The other thing that BioPort got though was they got 
indemnification, correct? 

Mr. Rodrigues. Yes. 
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Mr. Shays. Have you been able to ascertain what the value of 
that was? 

Mr. Dawn. There wasn’t a cost assigned to the indemnification 
clause, no. 

Mr. Shays. So we don’t know technically what our liability is? 

Mr. Dawn. No, not technically. 

Mr. Shays. It could potentially be billions or millions or hun- 
dreds of thousands, depending on what effects happen in the years 
to come. So the only risk that BioPort has basically now is their 
initial investment? 

Mr. Rodrigues. Yes. 

Mr. Shays. OK. Do we know how much more money they have 
put into the program? 

Mr. Dawn. They have put in a little over $1 million in owner’s 
financing. 

Mr. Shays. In addition to the $3.5 million? 

Mr. Dawn. In addition to the $3.25 million. 

Mr. Shays. And we still do not have clear accounting records to 
justify 

Mr. Dawn. Any cost increase or price increase. 

Mr. Shays. Correct? 

Mr. Dawn. That is correct, yes. 

Mr. Shays. Is it GAO’s recommendation that we absolutely get 
that first before we make any agreement? 

Mr. Rodrigues. I think, in whatever negotiations go on, that we 
need to hold the line on the company establishing the cost controls 
that we will need to properly price this in the future. I am not sure 
if you can say — it depends on the Department’s needs and that is 
rather unclear to me. But if you have an absolute need — or the 
other part is the financial viability of the company, they have a 
need to sell this product in order to remain financially available. 
It is in the Department’s interest to keep them going in order to 
support their program, then you would have to continue on in some 
kind of contractual relationship. But we should be using whatever 
opportunities we have to get the company to establish the proper 
cost controls so that we would then be on a basis to better deal 
with the pricing of this product. 

Mr. Shays. I would be happy to recognize Ms. Schakowsky? 

Ms. Schakowsky. Thank you. I wanted to followup a bit on this 
liability question. First of all, I wanted to ask you if it is a typical 
arrangement for the Department to indemnify a contractor, a ven- 
dor against liability claims? 

Mr. Rodrigues. It isn’t unusual on this type of a product. 

Ms. Schakowsky. It is not unusual? 

Mr. Rodrigues. Not unusual. 

Ms. Schakowsky. Well, then so what measures accountability 
for quality control, particularly given the history, very recent his- 
tory of this company on vaccine stockpiles and newly produced an- 
thrax vaccine exists, what kind of accountability would exist? It 
would seem to me that given the relatively small investment on 
their part, a large investment on our part and their history, that 
we are at risk here? 

Mr. Rodrigues. The controls are mostly in the form of the FDA 
approval process, the process itself to make sure that the outputs 
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are appropriate, that the vaccine is a good vaccine, and then the 
testing of the deliverable items to make sure that it meets the 
standard. The indemnification isn’t really directly related to that. 
You would still want to make sure that even if they were getting 
insurance to indemnify themselves that the product was a good 
product. 

Ms. ScHAKOWSKY. There was a story today in the Hartford Con- 
rant, concern over anthrax where it says, it quotes Army Secretary 
Louis Caldera to the Michigan-based manufacturer of anthrax vac- 
cines, that says as a result of “the unusually hazardous risks asso- 
ciated with the potential for adverse reactions in some recipients, 
that DOD would take responsibility for indemnifying the product.” 
Can you give us any other examples of situations where the De- 
partment in situations like this has indemnified against liability, 
another company? 

Mr. Rodrigues. I am sure I could provide some for the record. 
I don’t have them off-hand. But I think if you would look at this 
type of activity in general, commercial vaccines, there is a cost 
built into the item, into the charge for the item itself, that goes into 
an indemnification fund. The problem with the indemnification 
issue, as we are looking at, it is one where you do not want to have 
yourself subject to a lot of lawsuits, not whether you lose them or 
whether you would actually be found guilty, but whether you would 
find yourself in court all the time because people have adverse re- 
actions to vaccines. And so there is this whole thing with vaccina- 
tion programs and indemnification that is an issue for any kind of 
vaccination program. 

In this case, the Department, virtually the only buyer, would 
have a choice, it would seem to me, of either paying 100 percent 
of the cost of the indemnification or self-indemnifying. And you cer- 
tainly can ask them about their decision but indemnification has 
to occur somehow, either in the form of having some kind of insur- 
ance or paying an additional cost to cover that. 

Ms. SCHAKOWSKY. But the question is who takes the risk? And 
in this case, it seems that at every stage along the route in terms 
of money that had to be laid out, risks that had to be taken, that 
it was the taxpayers that are paying out? 

Mr. Rodrigues. And I think any time you find yourself as vir- 
tually the sole buyer of an item, you are going to incur the costs. 
It isn’t as though at this point in time, or the point in time the De- 
partment entered these contractual relationships, that there are a 
whole bunch of people lined up with contracts to buy this so that 
they are selling large volumes to other people. We were virtually 
the market. And when you are the market, you incur the costs. 
There is no sharing, there is no pooling. It is not like a warranty 
on your car where you are buying one of several million cars and 
the warranty costs are pooled. 

Ms. SCHAKOWSKY. Did the GAO look at or were there ever any 
situations where since we take all the risks, put in much of the in- 
vestment, that the DOD would just own and run the company so 
that we could impose our own controls and do it our own way? Was 
that ever considered? 

Mr. Rodrigues. Yes, there are Government-owned contractor-op- 
erated facilities. Could you do that? Yes. I don’t know what the De- 
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partment’s position is on that. I think Mr. Oliver would be in a 
much better position to address that. 

Ms. SCHAKOWSKY. Thank you. 

Mr. Shays. Let me just end by talking about that memorandum 
of decision that was signed by the Secretary, Louis Caldera, on 
September 3, 1998. And he talks about the obligation assumed by 
MBPI, which is the Michigan Biologic Products Institute, which 
was the predecessor to BioTech — BioPort rather. And it says, “The 
obligation assumed by MBPI under this contract involves unusual 
hazardous risks associated with the potential for adverse reactions 
in some recipients and the possibility that the desired 
immunological effect will not be obtained by all recipients.” So basi- 
cally you can sue if you have bad effects and you can sue if it 
doesn’t protect you. 

And then I am looking at a document from the Department of 
Army dated earlier, April 7th, and it talks about the cost of insur- 
ance. This is a memorandum that was, its subject is addendum to 
the contract officer’s request for authorization for indemnification 
under the authority of public law, so on. But it was dated April 
7th. And it says, “Cost of insurance: The maximum amount of in- 
surance MBPI has been able to identify to date is $35 million with 
premiums at $446,820 a year.” Now $35 million is just a drop in 
the bucket and yet it would have cost them close to a half a million 
dollars a year. But then I make the same assumption that we have 
put ourselves at risk and multiply the number by 10 just to even 
have a protection of $350 million, which in this kind of area — that 
would probably be a small amount. And even there it would cost 
us like $4.4 million. 

So it is fair to say that DOD wants this and they could withdraw 
it and BioPort is left out in the cold. But in this case, the argument 
before is that BioPort has made an investment. The investment has 
not turned out right and they are asking the Federal Government 
to bail them out. And you are telling me that we have the ability 
to — that we have options. It doesn’t strike me that we have much 
option unless we decide to postpone this program until we get it 
right, until we know we have a product that we are more com- 
fortable with and until we know it is the right policy. And even if 
we think it is the right policy, it may be the right policy but maybe 
now isn’t the time because we don’t have a producer who can pro- 
vide the product we want at a price we think is right. And I guess 
these are the questions that we will need to address to our next 
two witnesses. And you have obviously provided us a wonderful in- 
troduction to this issue. 

Mr. Rodrigues. Thank you, Mr. Chairman. 

Mr. Shays. Is there anything, Mr. Dawn, anything you would 
like to say? I felt like some of these questions, you wanted to jump 
in? 

Mr. Dawn. No, sir. 

Mr. Shays. You are all set? OK, I don’t want to hear later that 
we should have asked you a question. Is there any question that 
we should have asked you, Mr. Rodrigues, that you feel needs to 
be on the record? You can ask the question and answer it. What 
question would you ask yourself? 
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Mr. Rodrigues. I was just thinking through on your last state- 
ment. In dealing in the issue of not going forward with anything 
with BioPort, once again, the problem the Department would face 
then is that this company is dependent upon the Department for 
its future. It will not exist, financially, it doesn’t look as though it 
could exist, if the Department chose to no longer buy any anthrax 
vaccine, if that is what they choose to do. If that is true, while you 
search for other options, and if the other options take an extreme 
amount of time, you now have lost your only source. And I think 
that’s the dilemma the Department is faced with and you may 
want to address that with the witnesses that follow. 

Mr. Shays. Thank you very much. We will go to our next panel 
and invite David Oliver, Jr., Principal Deputy Under Secretary of 
Defense for Acquisition Technology, U.S. Department of Defense, 
accompanied by General Ronald Blanck, Surgeon General, U.S. 
Army. And testimony by Fuad El-Hibri, chief executive officer, 
BioPort Corp. And that is in Lansing, MI, accompanied by Robert 
Myers, chief operating officer, BioPort Corp. 

We will have testimony from both the DOD and BioPort and in- 
vite the others to participate as well. 

I will ask you to remain standing and I will swear you all in. 

If you would raise your right hands, please? 

[Witnesses sworn.] 

STATEMENTS OF DAVID R. OLIVER, JR., PRINCIPAL DEPUTY 

UNDER SECRETARY OF DEFENSE FOR ACQUISITION TECH- 
NOLOGY, U.S. DEPARTMENT OF DEFENSE; GENERAL 

RONALD B. BLANCK, SURGEON GENERAL, U.S. ARMY; FUAD 

EL-HIBRI, CHIEF EXECUTIVE OFFICER, BIOPORT CORP., 

LANSING, MI; AND ROBERT C. MYERS, CHIEF OPERATING OF- 
FICER, BIOPORT CORP., LANSING, MI 

Mr. Shays. Mr. Oliver, it is my understanding you will give the 
testimony and General Blanck will participate in responding to 
questions? 

Mr. Oliver. Yes, sir. 

Mr. Shays. And, Mr. El-Hibri, my understanding is you will have 
testimony and that Dr. Myers will respond to questions, as well. 

One of the things I would just suggest is that I think you have 
a sense of the questions we have, and happy to have you give your 
testimony, but if you can also respond to some of those questions, 
that will also probably be helpful. 

Mr. El-Hibri, I think your written testimony was quite good, but 
it was somewhat lengt% because you responded and made some 
general comments and then you responded to each question. And 
we would want to keep you within 10 minutes. We will take 5 and 
then we will rollover. So I will let you figure out how you want to 
divide up your testimony, but it was very helpful and it is all on 
the record. 

Mr. Oliver, we will start with you. 

Mr. Oliver. Yes, sir. I have submitted my written testimony, Mr. 
Chairman. The substance of the issue from the Department of De- 
fense’s point of view is there is a threat, which the Joint Chiefs of 
Staff have identified to the Secretary and asked the Secretary to 
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address. We have a safe vaccine to solve that threat. And that vac- 
cine is also effective. 

I am comfortable with the facility that produces that vaccine. I 
think the program is on solid ground, and I am anxious to address 
many of the questions you asked the previous witness because I am 
the source to whom those should be addressed. 

And I am ready to answer any of your questions, sir. 

Mr. Shays. Is that the extent of your testimony? 

Mr. Oliver. Sir, you have my testimony. 

Mr. Shays. Right, but do you want to orally 

Mr. Oliver. My testimony essentially answers your questions. It 
says that I saw no problem in the buying. Essentially, what we had 
was the State of Michigan for 70 years has owned a facility that 
produced the vaccine and for good reasons because they started it 
when they found out that their children were not being vaccinated. 
And they kept it, and this is an important issue because it goes to 
indemnification, is that particularly during the late 1970’s, early 
1980’s when the drug companies in this country plummeted be- 
cause of suits against the drug companies and then the Congress 
stepped in and passed indemnification for all the commercial drug 
companies, which was a wise thing to do because otherwise they 
wouldn’t exist. And at that time, during that time, the State of 
Michigan, as you may recall, saw even more reason to have this be- 
cause they had found out they could not buy any protection for the 
children. And so they kept that on-line. 

Subsequently, when they looked at it, and I think the Governor 
was very wise because he looked at this as Government-operated 
and Government-owned issue, and he decided he was losing money, 
let us say on the order of $5 million a year. And he is absolutely 
right because every time you have a Government-owned, Govern- 
ment-operated facility, there are all sorts of indirect and backdoor 
methods by which money goes into it, so you have no idea what the 
bottom line is. The good thing about industry, a couple of good 
things, is, one, there is a bottom line; and, two, they know what 
their costs are and they end up finding out what their costs are 
and that is important, which you frequently do not in Government- 
owned operations. 

If you look at the history, in fact, the State of Michigan has been 
funding the U.S. Defense Department for several years and that is 
not right. The State of Michigan has been providing funds for the 
U.S. military indirectly through the fact that BioPort was running 
a loss. I do not think anyone knew how much. And then we were 
buying equipment at below market rates. So the Governor decided 
to get rid of that, and I think that was a wise thing. He established 
a commission. I talked to the head of the commission. I reviewed 
all the records of all of their findings. I think they conducted a good 
sale. They ended up with two people who bid approximately the 
same amount within a couple of hundred thousand dollars. And 
they decided to sell to one. 

Now I have determined from looking at the records and talking 
to people, and the General Accounting Office says the same, that 
there is no indication that the Defense Department was involved 
in that sale inappropriately, other than the fact on a couple of 
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things, which are included in my testimony, we provided encour- 
agement to the Governor, et cetera and said we are interested. 

There is no indication that the State intended to close that down. 
The State intended to sell it because they decided they no longer 
had a need. The State was last in the country in a number of im- 
munizations for children. It was costing them more to have it done 
by BioPort than it could be done by the rest of industry. And, in 
fact, Michigan was the only State that had its only facility pro- 
ducing immunizations. So they made a very wise decision. But they 
intended to sell it. They had two willing bidders. Both of them of- 
fered the same amount approximately. The State decided to sell it. 
We stayed hands off of that because that was the decision between 
the State and a private investor. 

And then after that, we needed to resolve whether or not the 
price is right. I went out there, I was sworn in on June 1 of last 
year. I was in BioPort within a month because I wanted to look at 
it. I was comfortable with the situation. I was impressed with the 
gentleman who was running it, Mr. Bob Myers. I thought the secu- 
rity was — which had just been checked on several world-class in- 
spections. I thought the way the anthrax serum or vaccine was 
stored was safe. I looked at the facility. There were some things I 
wanted to change because I believe if you are not improving, you 
are not staying the same. And we proceeded on and we are paying 
attention to that. 

I went back about 6 months later, and I forget why, but for some 
reason I was there, and at the time, I became concerned that I was 
not sure — they had done some good things. They hired some good 
people. I am really impressed. The situation is better now with a 
private company running it than it was with the State of Michigan. 
And that’s obvious. And that is because the State of Michigan was 
not interested in investing more money in an area in which they 
decided was not in their best interest. The company has invested 
more money. And, more importantly, they have hired some good 
people. They have hired good people. They now have good people, 
in my opinion, better people doing quality control, better people 
doing their processes. I talked to those people. I am comfortable 
with those people. I think they are on their way to significant im- 
provement. I looked at the new facility. I like the new facility. I 
like the fact that the gauges are calibrated properly. I like the type 
of equipment they put in. That is working. 

But at the same time, I was concerned that I did not think we 
had written a good contract with them with respect to price and 
you spent a great deal upon that in the earlier conversation. I am 
convinced — I went back and talked to various people, I am con- 
vinced that neither BioPort, now this is a company that operated 
for 7 years with the State government and, if my hypothesis is cor- 
rect, what I am telling you is they don’t tend to Imow what the 
stuff costs. And you only know that when you sever it and cut ev- 
erything off and make it a private company. BioPort did not know 
what their product cost and the people who negotiated the contract 
did not know what the contract cost. The contract is in the order 
of over the life of the contract, something like roughly $3.50 a dose. 

I have two references. One was a study done a year and a half 
ago for me or my office about a year ago that said that they 
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thought the price of that would be $12, in excess of $12 with 1 per- 
cent profit for the company. And at the time this was done, the 
contract was written, there was independent Government cost esti- 
mates that each dose should cost $7.50 a piece. If it is costing you 
$7.50 and you are getting paid $3.50, it is tough to make up that 
difference on volume. 

Now the problem is I don’t think BioPort knew what it was cost- 
ing and I don’t think the Government — the person who did the con- 
tract knew what he was doing. He was just trying to do the best 
thing for the Government without paying attention to the fact that 
if he drove this company out of business or caused them to fire 
some of those good people that we have met, that I have met up 
there, then the product quality would decrease. 

So I am not uncomfortable with — I don’t know what is going to 
happen with the change of price. I know that BioPort has come in 
with a request. I personally did not read that, but passed it to my 
staff who are looking at it because I have two hats, one of which 
is I am going to provide what the Secretary of Defense and the 
chairman of the Joint Chiefs of Staff think is necessary for the 
troops on one hand. On the second hand, I have the responsibility 
to make sure that the taxpayers are not charged extra and the 
Government has the right deal. Have a group of people working, 
as I told you, staff. They are working on it. They are going to come 
up with options. I do not know what those options are. They will 
come forward to me. And what I can assure you, Mr. Chairman, 
is that whatever decision we make will be made in the best interest 
of the U.S. taxpayers and the U.S. Government, including the De- 
partment of Defense but I have no idea what those are. 

[The prepared statement of Mr. Oliver follows:] 



29 


FOR OFFICIAL USE ONLY 
UNTIL RELEASED BY THE SUBCOMMITTEE 
ON NATIONAL SECURITY. VETERANS AFFAIRS, 
AND INTERNATIONA]. REIATIONS 


STATEMENT OF 


THE HONORABLE DAVID R. OLIVER JR 


PRINCIPAL DEPiny UNDERSECRETARY OF DEFENSE 
(ACQUISITION AND TECHNOLOGY) 


ON ANTHRAX VACCINE IMMUNIZATION PROGRAM (AVIP) 


FOR OFFICIAL USE ONLY 
UNTIL RELEASED BY THE SUBCOMMITTEE ON 
NA'nON.\L SECURITY, VETERANS AFFAIRS. AND 
INTERNATIONAL RELATIONS, 



30 


Introduction 


Chairman Shays, Representative Blagojevich and Distinguished Committee 
Members, I am honored to appear before your Committee today to address your 
questions regarding the Anthrax Vaccine Immunization Program (AVIP) 

I am Mr. Dave Oliver, Principal Deputy Undersecretary of Defense (Acquisition & 
Technology), Office of the Secretary of Defense. I have been in my present position 
since June 1, 1998 

My office is responsible for the development and acquisition of all materiel, of 
which the anthrax vaccine is one component, for the Department of Defense (DoD). 
With me today LTG Ron Blanck, the Army Surgeon General, who Is responsible for 
execution of the Departments Anthrax Vaccine Immunization Program. 


Department of Defense Relationship with the Michigan Department of Public 
Health and Its Successors / Sole-Source Contract Awards 


The Department of Defense has had a contractual relationship with the Michigan 
Department of Public Health (MDPH) and its successors, the Michigan Biologic 
Products Institute (MBPI.) and the BioPort Corporation. This contractual relationship was 
established for the procurement of the only Food and Drug Administration (FDA) 
licensed anthrax vaccine and the renovation of facilities to ensure continued availability 
of the vaccine product. 

A competitive solicitation was issued in May 1988 for anthrax vaccine production 
with only one responder, the Michigan Department of Public Health. An award was 
made in September 1988 to the Michigan Department of Public Health for 300,000 
doses of anthrax vaccine (Contract No. DAMD17-88-C-8242 for $2.1M). The Food and 
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Drug Administration confirmed that the Michigan Department of Public Health was the 
only establishment holding a FDA license to manufacture the anthrax vaccine. 

Contract No. DAMD17-90-C-0159 for $4.7M (10 lots @70,000 doses per lot) was a 
sole-source award to the Michigan Department of Public Health in September 1990, to 
allow for the immediate scale-up of FDA licensed anthrax vaccine production in support 
of urgent DoD requirements resulting from Operation Desert Shield. The Justification 
and Approval (J&A) cited as the reason for the award, both the urgent need requirement 
and the fact that the Michigan Department of Public Health was the sole FDA licensed 
producer of anthrax vaccine. 

In May 1991, a competitive solicitation was again issued in an effort to generate 
alternate sources for the production of 6.3 million doses of anthrax vaccine. Two 
responses were received, one from the Michigan Department of Public Health (MDPH) 
and one from Program Resources, Inc. (PRI) which would have used existing facilities 
at the National Cancer Institute (NCI), FI. Detrick, Maryland in cooperation with MDPH 
under their existing license. PRI was to have produced bulk product, which would then 
be shipped to Michigan for filling and testing. Both bidders were awarded contracts. 

With the end of the Gulf War, the urgent need requirement for anthrax vaccine was no 
longer valid. Subsequently it was determined that the necessary FDA-recommended 
improvements to the PRI-NCI facilities were not cost-effective and PRI's contract was 
terminated, with continued production falling to the Michigan Department of Public 
Health under their S33.5M contract (DAMD17-91-C-1 139) 

Contract DAMD17-98-C-8052 was a sole-source award to BioPort in September 
1998. This Firm-Fixed Price contract was for 790,000 doses of anthrax vaccine for 
$6.004M, with options for an additional 2.5 million doses for $10. 9M and an additional 
5.4 million doses for S12.204M, The J&A for other than full and open competition cited 
MBPI as the sole FDA licensed producer of anthrax vaccine as the reason for the 
award. Preparing a J&A is the standard method used within the Federal government to 
document the need for a sole source contract award. Notice of the intent to award a 
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sole source contract is then published in the Commerce Business Daily so that any 
party that might be interested in performing the contract has an opportunity to respond. 
No responses were received. 

Two other contracts were awarded since 1991 as follows: 

• Contract DAMD17-97-D-0003 ($8.5M) - Sole-source award to the Michigan 
Biologic Products Institute for the storage, testing, and preparation for 
shipment of anthrax vaccine being produced 

• Contract DAMD17-97-E-0004 ($25K) - Sole-source award to the Michigan 
Biologic Products Institute for the maintenance of Government Furnished 
Equipment (GFE) and property 

Department of Defense is again examining the feasibility of developing an alternate 
anthrax vaccine production source. Two options are currently being explored: 1) 

BioPort would develop a second site under its current license; and 2) a contractor other 
than BioPort would develop, license, and produce a new anthrax vaccine. The studies 
are in progress and the results are not yet available. 

Licensing a second facility to produce anthrax vaccine is a very complex and time 
consuming endeavor. It requires new construction or renovation of an existing facility, 
training of qualified staff, production of consistency lots to qualify the equipment and 
production process, and completion of clinical studies on the safety, formulation of the 
doses' strength number of shots required for protection, and the equivalent 
immunogenicity of the new vaccine. These steps are required to meet the stringent 
Food and Drug Administration requirements for the licensing of any vaccine. Another 
factor is that the current vaccine (AVA) requires a dedicated production facility since it is 
a spore-forming organism. Under current FDA regulations, the AVA manufacturing 
suite and related equipment cannot be used to manufacture any other biologic product. 
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The relatively limited quantities of anthrax vaccine required by the Department of 
Defense, the high investment cost to license a dedicated production facility, and the 
time required to meet current FDA licensing requirements do not provide sufficient 
incentives for other manufacturers to produce the anthrax vaccine. 


Department of Defense Role In the Sale of BioPort 

The Department of Defense was not a party in the sale of the Michigan Biologic 
Products Institute to BioPort. The Michigan Biologic Products Commission was 
responsible for executing the sale to BioPort. The Department's only role was to 
emphasize the importance of the vaccine in support of national security. To this end the 
following correspondence occurred between the Department and the State of Michigan 

• On 13 January 1998, the Joint Program Manager for Biological Defense, 
Brigadier General John Doesburg, wrote Governor John Engler to reinforce the 
importance of maintaining Michigan Biologic Products Institute's production and 
storage capability. 

• On 15 January 1998, Governor Engler wrote Secretary Cohen to assure him of 
his personal commitment to support the Department of Defense immunization 
policy ensuring the continued viability of the production and storage capabilities 
of the Michigan Biologic Products Institute. He stated, howeverm that he 
counid not guarantee that the transition to private industry would occur before 
the 18 February 1998 deadline, (the two year point for mandatory date for dis- 
establishment of MBPI, in the absence of action by the Michigan legislature) 
and solicited Secretary Cohen's support for the prompt passage of State 
legislation for an extension. 

• On 21 January 1998, Brigadier General Doesburg briefed the Michigan 
Legislature on the importance of the Michigan Biologic Products Institute to the 
national defense and stressed the importance of extending the deadline to keep 
the Michigan Biologic Products Institute a viable entity. 
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• On 10 February 1998, Secretary Cohen sent Governor Engler a letter stating 
his support for the Governor’s efforts to extend the deadline and avoid 
disruption of work under the Army contract. 

Formal transfer from State control to private ownership by BioPort was completed 
on 5 September 1 998. Prior to finalizing the sale, BioPort submitted an Exon-Florio 
package to the Committee on Foreign Investment in the United States (CFIUS), 
Department of the Treasury, informing them of the proposed acquisition of Michigan 
Biologic Products Institute by BioPort, which is 64% owned by Intervac, L.L.C., a 
Maryland company, much of which is owned by a Netherlands Antilles company. The 
CFIUS review, which was coordinated with the Department of Defense (Office of the 
Deputy Under Secretary of Defense (Industrial Affairs and Installations)), determined 
there were no issues of national security sufficient to warrant an investigation under 
Section 721 of the Defense Production Act. The Department of Defense advised the 
CFIUS that, in their opinion, the anthrax vaccine was International Traffic in Arms 
Regulation (ITAR) controlled. BioPort was notified of the results in an official letter from 
CFIUS on 20 August 1998. The fax cover that accompanied the letter noted the 
Department of Defense comments and reminded BioPort of its responsibility to comply 
with U S. export control laws and regulations with regard to the vaccine. 


Government Furnished Equipment and Facilities Renovations 

The total value of all renovations and Government Furnished Equipment funded by 
the Government since 1991 is $11. 3M. Of this amount, $3.7M funded anthrax vaccine 
Production Suite Renovations, and $7.6M funded other facility renovations that support 
the production, testing, and stockpiling of the anthrax vaccine. Total value of industrial 
plant equipment and real property owned by the Department of Defense and reflected 
on DoD Form 1662 (DoD Property in the Custody of Contractors), dated October 30, 
1998, is $6.9M. 
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Included in the renovations were the procurement of equipment, establishing a 
Biolevel Safety - 3 animal facility, renovating the anthrax production suite, upgrading the 
cold room storage facility, renovating the filling and packaging suite, installing a backup 
generator, and upgrading the security capabilities of the BioPort facility. 

These renovations and upgrades are necessary to maintain a strong infrastructure 
that will meet all FDA regulatory requirements for the continued production of a licensed 
vaccine All of these projects were initiated when the contractor was a state agency, 
either the Michigan Department of Public Health or the Michigan Biologic Products 
Institute. No Department of Defense funded renovation projects or equipment 
acquisitions have been initiated with the SioPort Corporation, although a small amount 
of funds (approximately $191,000 of the total $11.3IVI) was placed on contract after 
BioPort acquired MBPI. 

The rationale for financing facility improvements and other improvements as part of 
these contracts is that the renovation projects are considered a necessary part of the 
anthrax vaccine procurement. The principal purpose of the contract actions was for the 
procurement of anthrax vaccine, and the greater proportion of the funding is for the 
purchase of the vaccine. DoD provided government furnished equipment to 
contractors for a variety of reasons, including supporting industrial preparedness 
programs or when it is in the public interest to do so. At this time, we have about $9B of 
government owned industrial plant equipment and real property in the possession of 
DoD contractors. 


Conclusio n 


Anthrax Vaccine Adsorbed (AVA) is a vital product for protecting our Service 
members against the lethal threat of anthrax. The Department of Defense is working 
with BioPort, currently the only Food and Drug Administration licensed manufacturer of 
the anthrax vaccine, to ensure the viability of the facility with the production capability to 
provide a sufficient supply of the vaccine to meet Department of Defense requirements. 
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Mr. Shays. Thank you, Mr. Oliver. Just to comment before I rec- 
ognize Mr. El-Hibri, You have outlined clearly you think there is 
a threat and you think it is a safe vaccine. And then you said the 
program is on solid ground. The one thing we all know is the pro- 
gram isn’t on solid ground. We have big problems. And if you even 
look strangely at my making that statement raises big concerns. If 
you had said to me, “I think there is a threat. I think the vaccine 
is safe, but we have got problems with the program,” 

I would say, well, that is a fair analysis. So I take strong issue 
with your saying the program is on solid ground. The program isn’t 
on solid ground. We don’t have the production at the level it is sup- 
posed to. We agreed on a price. They have come in for more. 

And then when you say the private sector knows the bottom line 
and knows it costs, that’s true. And if they don’t recognize their 
bottom line, they are out of business. In this case, they didn’t know 
what their bottom line was and they didn’t know what the cost 
was. And the Government is trying to sort this all out. 

So, no, this isn’t a program on solid ground. There are big prob- 
lems with the program. And the one thing I have to be careful of 
is, in the process of not liking and having questions about this pro- 
gram, that I don’t advocate that my colleagues go in a direction 
that might not be wise. And so it is an open question on whether 
we should have this program, whether it should be mandatory or 
voluntary or whether if it is mandatory, it should be only for those 
who are really in the theater. 

Mr. Oliver. Mr. Chairman, may I respond? By solid ground, 
what I mean is this, there is enough vaccine in existence that if 
the company does not get up and produce before about August of 
next year, there is still enough vaccine to provide the doses to the 
soldiers, sailors, and airmen to protect them through that period 
without interruption if the company doesn’t produce anything. 
That’s one. 

Second, the company is producing the product right now. Now 
when we get through, and essentially I have got people there 
checking, looking at the thing for quality, and shortly, I am going 
to put somebody there from the Defense Contract Audit Agency to 
try to work on their recordkeeping and also somebody from the 
Joint Program Office who is going to supervise and be concerned 
about the quality control because I do not want to tell you that this 
is operating as effectively as General Electric right now because of 
the money. 

Mr. Shays. No, but that is an understatement. It is not operating 
well. 

Mr. Oliver. I am just trying to give you why I said that I was 
comfortable with it. 

Mr. Shays. OK, we just have a different terminology on solid 
ground. It is not on solid ground. You want it to get on solid 
ground. But we will talk about that. 

Mr. Oliver. OK. 

Mr. Shays. Let me just have Mr. El-Hibri. Am I pronouncing 
your name correctly? 

Mr. El-Hibri. Yes, you are. 

Mr. Shays. It is nice to have you here and thank you for coming. 

Mr. El-Hibri. Mr. Chairman 
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Mr. Shays. I need you to put the microphone a little closer. 
Thank you. 

Mr. El-Hibri. OK. Mr. Chairman and distinguished members of 
the subcommittee 

Mr. Shays. Just turn the microphone a little toward you. Yes, 
thank you, sir. Can you still see your statement? 

Mr. El-Hibri. Yes, I can, thank you. 

My name is Fuad El-Hibri and I am the chief executive officer 
of BioPort Corp., a bio-pharmaceutical company headquartered in 
Lansing, MI. 

I have been asked to discuss, from BioPort’s point of view, the 
procurement activities related to the purchase of anthrax vaccine 
by DOD. Joining me is Dr. Bob Myers, our chief operating officer. 

BioPort purchased the lab from the State of Michigan on Sep- 
tember 5, 1998. For 30 years, the State of Michigan had been the 
sole provider of anthrax vaccine to DOD. Several years ago, the 
State expressed its intentions to sell the lab, and planned to close 
the facility if it did not find a suitable buyer. 

BioPort bought the facility with the firm conviction that we 
would operate it as a viable commercial entity. We knew that pri- 
vatization of a State-owned facility would involve certain vagaries 
and risks. However, over the last 9 months, we have encountered 
more difficulties than we initially anticipated. Despite our efforts 
and prior due diligence, certain problems have arisen that would 
make it difficult for us, and we believe for any company, to operate 
with the existing DOD contracts. We are in the process of dis- 
cussing changes to these contracts that will enable us to operate 
on a viable basis in the future and continue to produce a safe, pure, 
and effective vaccine. 

By way of corporate background, BioPort’s primary mission is to 
meet the needs of the Anthrax Vaccine Immunization Program. 
BioPort has only one key customer, DOD, and one key product, an- 
thrax vaccine. We manufacturer two other biologic products, rabies 
vaccine and plasma derivatives, but sales of these products are lim- 
ited and insignificant. 

We employ more than 200 people who are committed to providing 
the highest quality product to protect against bio-warfare and bio- 
terrorism. BioPort makes the only FDA-licensed bio-defense vaccine 
in the country today. 

By way of personal background, I have been involved for the past 
10 years in the business aspects of the bio-tech industry, in par- 
ticular, the field of bio-defense. Previously, I was a director with 
Porton Products, a bio-tech company based in England. During my 
association with Porton, I participated in the marketing and dis- 
tribution of substantial quantities of Porton’s UK-licensed anthrax 
vaccine. 

When I learned that the sale of the Michigan lab was going for- 
ward, I joined forces with Dr. Myers and his team. I invited Admi- 
ral William Crowe to join the group, since he has been a friend of 
my family for many years and has a deep concern for the protection 
of the men and women who serve our Nation. 

In May of last year, we formed BioPort, which is largely an em- 
ployee-owned company with a stock option program that allows 
every employee to participate in the ownership of the company. The 
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sales process, which took almost 2 years, was public, open, and 
competitive. 

At the time of the acquisition, we were aware that we were tak- 
ing over an unprofitable venture with an aging physical plant that 
had never before been operated in a commercial environment. As 
it turns out, we have encountered problems that are substantially 
beyond what we had anticipated. 

The major problems encountered can be summarized in five 
areas. 

First, identifying and tracking costs. Under the State, there was 
no effective system for tracking costs. There appears to have been 
no clear relationship between the lab’s cost of producing anthrax 
vaccine and the prices paid by DOD. 

Second, overcoming delays in renovation. At the time of acquisi- 
tion, the anthrax facility was under renovation with an aggressive 
schedule. Unforeseen delays of almost 5 months in completing the 
renovation have deferred revenues and increased costs. 

Third, improving regulatory compliance and relationships with 
FDA. The labs regulatory problems with the FDA required more 
time and money than anticipated. We have expended considerable 
resources in developing an enhanced relationship with the FDA. 

Fourth, dealing with uncertain commercial sales of anthrax vac- 
cine. Traditionally, and this is very important, vaccine manufactur- 
ers have been able to offer lower prices to the Government by cov- 
ering a substantial portion of their costs through commercial sales. 
Without a commercial market, the Government cannot expect the 
rock bottom pricing that would otherwise be available. 

Fifth, changing the organizational culture. The culture was that 
of a State bureaucracy where no effective performance standards 
existed to ensure accountability throughout the organization. 
Changing that culture has been a difficult and costly endeavor. 

Indeed, the problems we have experienced are not unique to us. 
It appears that every major pharmaceutical company in this coun- 
try has avoided getting into the defense vaccine business. A vaccine 
manufacturer must face an environment involving high capital 
costs, limited market potential, significant regulatory hurdles, cost- 
ly liability issues, and other technical complexities. These factors 
may explain why most U.S. pharmaceutical companies abandoned 
the vaccine business during the 1970’s. It is no accident that today 
the U.S. vaccine industry is dominated by only four large compa- 
nies. 

Notwithstanding these continuing challenges, BioPort has taken 
important steps toward improving the viability of the company. 
These steps can be summarized in five areas. 

First, introducing critically needed business systems. We are now 
implementing business systems, such as cost accounting, inventory 
control, management information, and material requirements plan- 
ning to better manage and control the organization. 

Second, we are re-starting the manufacturing of the anthrax vac- 
cine in the renovated facility. In May of this year, BioPort resumed 
production of the anthrax vaccine. The delivery of the product re- 
mains subject to approval of the renovated facility and final release 
by FDA. 
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Third, improving regulatory compliance. Since privatization, 
BioPort has neared completion of the implementation of its stra- 
tegic plan for compliance. A mutually agreed upon plan by which 
the FDA can monitor our compliance progress. 

Fourth, changing the culture of the organization. We have devel- 
oped a corporate mission, corporate values, and are finalizing major 
responsibilities and performance standards for each one of our em- 
ployees. We have augmented the staff with 56 people who have ex- 
perience in the commercial industry. 

Fifth, implementing measures to minimize losses. We have main- 
tained salaries that are on average, below the industry norm, espe- 
cially at management level. We have temporarily suspended per- 
formance-based bonuses and have implemented policies for expense 
control and accountability. 

Notwithstanding these measures, however, the current pricing 
structure is unrealistic and unsustainable given the total costs of 
manufacturing the anthrax vaccine. BioPort is currently in the 
process of restructuring our production contract with DOD. The 
two main terms under review are: (1) the price per dose; and, (2) 
the production level. The proposed average price per dose will com- 
pare favorably with prices many other vaccines — sorry, favorably 
with prices of many other vaccines purchased by the Government. 

The proposed production levels can comfortably meet the antici- 
pated requirements of the Anthrax Vaccine Immunization Pro- 
gram. BioPort believes that a fair and equitable adjustment to the 
contract can be achieved within the timeframe needed. 

In conclusion, let me simply state that all of us at BioPort re- 
main committed to providing a safe, pure, and effective vaccine 
that meets the requirements of DOD, our key customer. 

Thank you. 

[The prepared statement of Mr. El-Hibri follows:] 
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The Subcommittee on National Security, Veterans Affairs, and International 
Relations of the House Committee on Government Reform 

June 30, 1999 

Mr. Chainnan and distinguished members of the Subcommittee, my name is Fuad El- 
Hibri and I am the President and Chief Executive Ofticer of BioPort Corporation, a bio- 
pharmaceutical company headquartered in Lansing, Michigan. 

I have been asked to discuss, from BioPort's point of view, the acquisition strategy and 
procurement activities related to the Department of Defense's (DoD’s) purchase of an- 
thrax vaccine. Joining me is Dr. Bob Myers, our Chief Operating Officer, who has pre- 
viously testified before this Subcommittee and who can provide added detail regarding 
the historical and technical aspects of the relationship. 

As the Subcommittee is aware, BioPort has been operational for about nine months. 
BioPort was formed to purchase the Michigan Biologic Products Institute (MBPI) from 
the State of Michigan and to operate the facility as a private sector facility. For thirty 
years, MBPI had been the sole provider of Anthrax Vaccine Adsorbed (AVA) to the 
DoD. For a number of years prior to our purchase of MBPI, the State of Michigan had 
expressed its intention to sell the facility and get out of the AVA business, but had been 
unable to find a buyer. It is our understanding that the State of Michigan planned to close 
the facility if it did not find a suitable buyer. 

We bought MBPI with the firm conviction that we could operate the facility as a viable 
commercial entity. We knew that privatization of a facility that had been state-owned 
and operated involved certain vagaries and risks. We were convinced that we could get 
through the privatization process and establish BioPort as a viable entity and a reliable 
supplier to DoD within the first year of operation. 

However, over the last nine months, we have encountered more difficulties in privatizing 
the facility than initially anticipated. Despite our best efforts (and the due diligence that 
we conducted before the purchase), certain unanticipated problems have arisen that 
would make it difficult for any company to operate on a viable commercial basis with the 
existing DoD contracts. We are in the process of discussing with DoD changes in our 
contracts that will enable us to operate the company on a viable basis in the future and 
continue to produce a safe, pure and effective vaccine. 


ADMIN 517-327-7230 FAX 517-327-7235 FACIUVES MGMT 517-327-1525 FAX 517-327-1524 
MFG 517-327-6824 FAX 517-327-6851 QA 517-327-1584 FAX 517-327-7249 
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The purpose of my testimony (in addition to answering the questions posed by the Sub- 
committee in its letter of June 1 5, 1 999) is to discuss the business considerations that 
have led us to where we are today, and to assure the Subcommittee that, with the changes 
under discussion, BioPort will be in a position to serve DoD as a reliable supplier of 
AVA long into the future. 

Background 

BioPort's primary mission is to meet the needs of DoD’s Anthrax Vaccine Immunization 
Program (A VIP). BioPort has only one key customer -- DoD — and one key product — 
AVA. We manufacture two other biologic products, rabies vaccine and plasma deriva- 
tives, but sales of these products are limited and these products currently have only 
minimal significance to the viability of the company. 

BioPort's core purpose is to protect life by fighting disease. We know that anthrax is a 
deadly weapon in the arsenal of bio-warfare and bio-terrorism — that some hostile nations 
and terrorist groups have access to weaponized anthrax, and that the DoD considers, as 
we do, BioPort's vaccine, which is licensed by the Food and Drug Administration (FDA), 
to be pure and safe and an effective protection against an anthrax attack. We employ 
more than 200 people who are fully committed to providing the highest quality product as 
the best possible protection against these dangers. Parenthetically, 1 would like to point 
out that more than 1 00 of our employees have received anthrax vaccine shots — some for 
more than 20 years -- and that I am one of those 1 00 employees. BioPort makes the only 
FDA-licensed bio-defense vaccine in the country, and we are committed to continue pro- 
ducing the vaccine and doing so with the highest quality. 

By way of personal background, I would like to explain the basis for my interest in lead- 
ing the acquisition of MBPI last fall. For the past ten years, 1 have been involved in the 
business aspects of the biotechnology industry - in particular, the field of bio-defense. 
Previously, I was a director with Porton Products Ltd., a biotech company based in the 
United Kingdom. At Porton, I was involved in the oversight of operations that encom- 
passed drugs and biologic products. During my association with Porton, which had a 
marketing agreement with the Centre for Applied Microbiology and Research (CAMR), a 
United Kingdom government-owned lab, I participated in the marketing and distribution 
of substantial quantities of two bio-defense vaccines — botulinum Type A and anthrax. 

In 1996, 1 learned that the long-anticip)ated sale of the Michigan lab, MBPI, was going to 
move forward. Because of the unique similarities between Porton and the Michigan lab, 
sp>ecifically with respect to bio-defense vaccines, I later joined forces with the managers 
of the lab, including Dr. Myers, who had fonned Michigan Biologic Products, Inc., a 
management-owned company, in an effort to ^uire the assets of the lab. I invited 
Admiral William J. Crowe, Jr. to Join the group to bid for the acquisition of MBPI. 


2 



42 


Testimony of Mr. Fuad El-Hibri 

President and Chief Executive Officer, BioPort Corporation 
June 30,1999 

Admiral Crowe has been a friend of my family for many years. When BioPort was origi- 
nally conceived, we believed that Admiral Crowe's background would be important in 
ensuring that we did everything correctly in establishing a company that would best serve 
DoD's needs. We are honored to have him as a director of BioPort. We received finan- 
cial backing from I and F Holdings N.V., a Netherlands Antilles investment company 
which is owned by my father, Ibrahim El-Hibri. I and F Holdings had participated previ- 
ously in Porton Products Ltd. as a passive investor. 

The Privatization Effort 

Together, Dr. Myers and I took the lead in developing a comprehensive plan to privatize 
MBPI and to perform MBPI's contracts with the DoD. In May of 1 998, we formed Bio- 
Port Corporation, which is largely an employee-owned company, registered in Michigan. 
On September 5, 1 998, BioPort purchased certain of the assets and assumed certain of the 
obligations of MBPI from the State of Michigan. The sales process, which took almost 
two years, was public, open and competitive. 

At the time of the transaction, we were well aware that we were taking over an unprofit- 
able venture with an aging physical plant that had never before been operated in a com- 
mercial environment. We ^ew there would be difficulties in establishing a viable com- 
mercial operation after years of management by the State. As it turns out, we have en- 
countered problems — and costs — in privatizing the entity that are substantially beyond 
what we had anticipated: 

• Identifying and tracking costs. Under the State, the financial accounting 
system was organized to support the State's appropriations process and there 
was no effective system in place for tracking costs. To meet regtilatory stan- 
dards, a company in this business must have substantial quality assurance and 
quality control systems. State-of-the-art renovations are continually needed 
which require lengthy FDA review prior to being put into service, and evolv- 
ing product standards require ever-improving analytical methods. Unfortu- 
nately, the State's management practices did not include calculation of these 
costs. The cost information available was minimal in content and difficult to 
analyze. It turns out that there was no direct relationship between MBPI's 
costs of producing AVA and prices paid by DoD for AVA. It has become 
clear to us that the prices paid by DoD for AVA are significantly below Bio- 
Port's costs for producing AVA and what is necessary to enable BioPort to 
operate as a viable entity. 

• Overcoming delays in renovations. At the time of the acquisition, MBPI 
was in the midst of renovating the anthrax production facility with, in retro- 
spect, an unrealistic timetable. Unforeseen delays in completion of the an- 
thrax production facility have delayed production and increased costs. In May 
of this year, after completion of the anthrax facility renovation, BioPort re- 
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sumed production of the anthrax vaccine (although the delivery of the product 
is subject to FDA release), but with a delay in excess of four months. 

• Improving regulatory compliance and relationships with FDA and DoD. 
MBPI's regulatory problems with the FDA required more resources than pre- 
viously anticipated. Since privatization, BioPort has neared completion of the 
implementation of its Strategic Plan for Compliance, an accepted plan by 
w'hich the FDA monitors our compliance progress. We have expended con- 
siderable resources in developing new and improved relationships with the 
FDA as well as with our key customer, DoD. 

• Dealing with the uncertain availability of AV'A for commercial sales. Tra- 
ditionally, vaccine manufacturers have been able to offer lower prices to the 
Government by recovering a substantial portion of their costs through com- 
mercial sales. Under this approach, prices for commercial sales of vaccines 
are established at levels that are much higher than the prices paid by the Gov- 
ernment. Because of the current unavailability of product, the commercial 
sales market has not materialized as anticipated. Without a second market, the 
Government cannot expect the rock-bottom pricing it enjoys with some of the 
other vaccines it purchases. 

• Difficulties associated with production of other products. BioPort's busi- 
ness plan anticipated additional revenues from the sale of other products: i.e.. 
plasma derivatives and rabies vaccine. BioPort encountered unanticipated 
start-up problems related to the manufacture of plasma derivatives and rabies 
vaccine. This has contributed to the negative effects on BioPort's fmancial 
condition. 

• Changing the culture and organization. The culture was that of a state bu- 
reaucracy — where no effective performance standards assured accountability 
throughout the organization. Changing that culture has been a difficult and 
costly endeavor. We have augmented the staff with 56 people who have expe- 
rience in the commercial industry. We are developing business systems, such 
as cost accounting, inventory control, management information, and material 
requirements planning to better manage and control the organization. 

We have come to understand that the State of Michigan routinely funded the operations 
of MBPI beyond what we initially understood (in effect, subsidizing DoD's acquisition of 
AVA). At the same time, the State failed to address urgent needs for facility improve- 
ments, which jeopardized the FDA license. As a commercial entity, BioPort cannot 
continue to subsidize the DoD. However, we are committed to improving the facilities 
and working closely with the FDA to ensure compliance with all quality measures. All of 
this has caused us to incur costs beyond what was originally anticipated with respect to 
producing AVA. 
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Indeed, our experien<^ confiims why every major ptormaceiuical company in this coim- 
try has avoids^! gettii^ into dw defense vaccine busiiass, why limited interest was found 
in bidding for the Michigan lab, and why the government has had problems retaining 
suppliers of certain specialLKd vaccines. It has long been r«:ognized that a vaccine 
R&D and manufitetum^ business must operate in an environment involving Mgh capital 
costs, lanited juoducl market potential, significant regulatory hurdles, liability issues, and 
other technical complexities. I have been ^ivised that this hi^ been indepealently docu- 
mented in reports of dre Congressional Office of Technology Assessment in 1979, reaf- 
firm^ by die Isshtitte of Medicine, Naficaml Academy of Sciences in 1985, and most 
recently in ibs ! 995 Mercer Report commissioned by the U.S. Department of Health and 
Human Services. 

These &ustOTS may expldn why most U.S. pharmaceutical mantifacturere abandmied die 
vaccine business during the 1970s. It is no accident that today the U S. vaccine industry 
is dominated by oidy four large cmigsanies- The CEOs of talks' biotech txanp^es ex- 
perience fiuijor cbalics^s in securing die accessary &iancmg to sustain the tremendous 
costs of their clinical development, regulatory and manufacturing operations in making 
these Hfe-savii^ vaccines availabte to the public. 

Flag For Future Operations 

In the last nine months, BioPort has iiKiHred losses st a rate cannot be sustained in 

die future. We have taken key mrasures to minimize such losses. Our employees re- 
ceive, on average, salaries below the industry norm; performance based bonuses have 
been temporarily suspraded; «q>enses are being controlled by the CFO directly; and any 
expenditures not immediately critical to the continued operafion have been put on hold. 
Notwid^tandii^ these measures, however, the current pricing structure is unrealistic 
gives the total costs of manufacturing AVA. 

BioPort is currently in the pracess of restructoring the production and delivery contract 
with the DoD. The two main terms we are addressing jointly are toe price pet dose and 
the quantity of do^s committed. The price |»r dose needs to be ^juked to a level where 
BioPort ean operate on a viable basis. The production levels tlmt are being discussed al- 
low^ for a growth in the Government inventory for unexpected suiges in demand, vtoile 
still providing BioPort with enou^ v^xii^ to meet any reasonable demand from the ci- 
vilian i^vate sartor. 

With the changes that are being discussed, BioPort wOl be in a position to meet all re- 
quiranents of the AVIP and to s^e DoD as a reliable si^plicr long into toe friture. The 
proposed average pice per dose will still compare favorably with prices of many other 
vjEtecines purchased by the Government, BioPort believes toat a fair and equitable aijust- 
ment to the contiitel can be achieved within toe time frame n«dcd. 
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Conclusion 

In conclusion, let me simply state that all of us at BioPort are deeply committed to pro- 
viding a safe, pure and effective vaccine that meets DoD’s force protection needs. 

We are working diligently to transform ourselves from a somewhat neglected state 
agency to a competitive and respected biologies company. This transition will require 
time and will not be ^complished without the support of our most important customer. 

We welcome the scrutiny of this Subcommittee and assure you that as long as we manu- 
facture anthrax vaccines, they will be safe, pure and effective. 

R^ponses To Subcommittee Questions 

Now, I would like to turn to the specific questions raised in your letter of June 15, 1999. 
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Question #1 ; Discuss in detail the legal and financial relationship between DoD and 
the BioPort Corporation, including the status of BioPort’s performance under cur- 
rent DoD contracts, and the financial, organizational and operational capacitv' of 
BioPort to meet all contract obligations. 

When BioPort acquired the assets and liabilities of MBPI, we assumed three existing 
contracts with the DoD and entered into a fourth contract that had originally been offered 
to the State of Michigan. All of these contracts relate to aspects of the production of an- 
thrax vaccine — future production, stockpile maintenance, equipment and storage. Three 
of these contracts were novated, which means they were transferred from the State di- 
rectly to BioPort Corporation without amendment. The fourth contract was negotiated 
with DoD concurrently with the final negotiations with the State on the acquisition of 
MBPl’s assets. Meanwhile, the Slate’s budget was exhausted, pojple were beginning to 
leave the lab, and the State had threatened to shut down the lab, potentially leaving the 
country without any source of FDA-licensed anthrax vaccine. 

After the acquisition, we discovered that the costs of production had been seriously un- 
derestimated by the State for years. Under State ownership, a cost accounting system 
was non-existent. Therefore, the methods used to allocate costs were not very useful in 
assisting management in running an efficient and financially sound private enterprise. In 
the case of AVA, as one State official has told us, the State of Michigan essentially sub- 
sidized the DoD procurement of anthrax vaccine for nearly 30 years. The State assured 
solvency, paid unemployment insurance, workers' compensation and liability insurance, 
assured payroll, covered emergencies, and maintained the physical plant while the DoD 
paid artificially low prices. 

As an illustration of the kind of problems inherited by BioPort in the pre-existing ar- 
rangement between the DoD and the State of Michigan, BioPort is responsible for pay- 
ing ail costs associated with the renoT^on of the anthmx facility, which is only reim- 
burs«l by the DoD sometime later, without consideration for the cost of money. BioPort 
may not charge handling or administrative fees, and must assume the responsibility of 
supervising and partly executing timely completion without compensation. This is an 
artifact of the DoD’s arrangements with the State, but does not work well in a commer- 
cial setting. 

The newly rmovdXed antiirax production fecility is now up and running and currently per- 
forming at a iugher level than before, although delivery of AVA is subject to FDA re- 
lease. However, the renovation and startup of the upgraded anthrax production area took 
more than four months longer than planned at the time of contract negotiation. 

BioPort has recently submitted a request for restructuring the contract with the DoD. The 
price per dose and ie quantity of doses committed are invcrecly correlated when using a 
cost plus approach to pricing; therefore, in li^t of a lower projected production level, if 
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fiirtuf ^if pHiKljofi vci tn du pmdurtBn BTvidnjE vi±£inc. AlLli^i^ UK fiiiilrtk- 
i^-p cpgB^a^a^ irmlnb v^i ■ nnvBniH cmn m Cui be dMi', ^ Wi^dd bc i1 

nhdwTtnJ diK Did nukl ^1 -htI pimdc i. j j.i^ i ^i riEiJly icp*ilc pt^AUdiafi iJlflO 
ApuiK tfasKlCT. 


BkPw b*i b*d pKiodtifY lUBcuMbi mh ibc "DaUn f4cfnd> edwr iKilibis Ibr pcvi- 
aHioMptnlH iftib-U^L Viire hmib«LiJted'»ik-CBiitindivF^rfuw^Bidhviih 
1]K- IJmsn AppM md Rffwrt Uiwd 4lin|d^ •h^ tbc pm- 

M\it^ 4^ nUiMjn]| » W4cri -pmUmr* rm \hti o^pja ^dve hD4ii Uk x^jxdJuEj 

t^ol; pot uid 4^ ^AflMl dvrrAnd. 

Jl ]d L uyjli J ti-ci^kMLee ikil j mmd Gnbiy will nCj^in J di^flUK ii^iTfuBttU. 

4f lilBC Did ■■■ jp !■ iP IJJ— ■■fan«rifij JWl i i hiiw f I WTWl I 

ffinot-. Uk VJ4f Ltt [but bt ffiUUTKbi^ il. l ikd£«(d Jlcllil>. TD buld A MU «■ 

'faJW VICC4H pfCdlKXiOG Ooflcy Ufibl. BvlPWii^lKkrniDffi-' II 4 MU ^ 

^ PPil,. wiTtid Vto Vpw(MW*il« li''^ hj |«vpi jip^a^ ed;! IvEwm JW -SIH mil- 
inp hftKd Oil CKp'^Dtf^p n UobpBi TiBliljri bfl* 

ii± LhfaitftncfluR. wuJd 4nE, bd ^euiJ Mill 4i^t4-S jtUi, tad ton BibiOffUlJb 
lea^deptaibittaik- viiJii^4fUKeKialDd'bcllii>. TbeRrMC.BIc^n tflDih* 
otIUaUryBG <^iui|. Bi£lLJi}C9 mtiHt- iDd •mUtUt E^cnmnin 


dkiii|~l iJpn raD>|TiiEi hxi^ nuirvE— if^oidij^, bol ad Ibr^d bi, Dii^aji — 
uve mly DiK rmid'fctirii^ hub. h sidlJCB i»uUxu, Abe Dc N> IbM I<4 
<a£j. lAdl TKtu^ DLidi r pnidiMaJ by rio^ nUrtc JittdTunMfS. TbBK LfKlblf 
Ljw dlKtad-. iJI dK M3dR Kfki. IivUdw Ari«f, JipiHtc «4in nnpMiiiPi 
ttjEHMntl'JS'ilCCUKL .^fFftnHiK^LHLWrtlllUGif DWifliHtVB.i^WRiBUBimJ. 
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TnEkMODt L>r Mr Fub 4 El-Kibtn 

Pml^Dl uj Cblrf tic^rilhr OtfTlccT. UkiFuri 'C'-Kpuniiin 

Jude JO, 


bwiErilir IbE Di^vTtf and TilHr ErfCJiTVEmmEDl ForauhEEj 
vird la 1bc lunu^lun EFsnlhrai nEEini iniHh* oitiirand Ti^r af tdbcr fuiJ- 
laipnviEnEal% praviJoJ DE ^ioiDEid In liaf^iinEi IKI , induJInp bkv camal 
nMa>-aluia aaU ^ipuauir. 


BSi'-dUf dd^Lnlj, diE US. -Cwcmcoil hu rirailciJ, miA ilJII dWm. c^pincT^ kiO i'ilB- 
LTfLCib- UMd inAHidWii.w .uSihiu. ndlLnt LhoJ ufiHi■dU^ l»dl u[ldUJCf£S.PiiiUlrfifi 
Thlf tquiHiMdi, idilh hu IH<fi oibouMl u Midi aTOu {ja^enifufn UHe IWL. li^ 
[ludEd Of Ibudfiirr oiu: tad fcrrTidicAt imlu UKd lb iht muiui^Ejuit. irduiH i.'bC' 
[UK. siflit nillhji ihd pukMMilt eqiipaitnL [Aid jmm rrKKlilVziimu. i rdirnidiadh 
naan, bd uund «f[ CKlli^ add A bididiit dui wuchAiiMd pfdduLiiH. ruotfiiJ; ThJ; 
ImiSK. ViluA Is prbfHKd an [hE ud of dOLh nsoAd ^ciTr diHdi. InAkidbi niddi of [hi Ikh 
• cqulnd ih ilK r««iid> cempldud MhAvebOD AFtu inhJbK '■uauk frodJciJM Ikdiy. 
Tla [piiurnDim ml ilunly riiBbiiM irt- luuihllniiAEns wrii ihikci m ‘tt PKtwi 
'>i)avit)«i.v 4 j[hiRmiUlK'iUuil iiUspcni. nKOUHOL'^bi [jAi-UAiinuhm 
Finii^tvd B^iiimKis. Ik»tv«t, d nhmriidt Ink u nuntijbd t J * nilUHi. hutd or. 
1 dcpniiiM v4[h Id tddiiin. 4 h OburmiEn lu; iumiihd b ioqi of a rnllidn in 

imovrlion oorh eHI^ dif ii br tqHpUTTn 


Ibhcn ii ^HiK s? fKiliiy rvHTviqDtu. h&i:tuiHri ‘budeusE md ptciumnu pntnco. 
TTNiui*^ Hliid nmilB, dun y«m. [A AduniKiiHi Mhbfeiln 'fb [hm UcDb kIwIui- 
'qc ntgujnmaa. MkIa^ tKiped UcAennKai FimiibH] EquiiEHDi «i b piea-med 
uds. HdqDfl. shiM'iinn pAtOnns k Uk aI l«u-«m bnK^ 

Aldimifh Ibd) piiTwiilbl aquipinf [v fbr iqbsw iinidu[ii«i. i; untrtnid vTO Irtilinp 

diE eeeKl In IredidLnf fe^ cquTpfTKnl ui Owd MqiEddchnx^ hadioci 

pEtnJiUCxjn KlLii^ — mFdmilm, pcnEiijE rr^iniirfcjlion, md. r^uMnry lllii^i 
L'hdff Cobblrdly AlAEpanj AiuoiflLii^ 'hriupha. dl Aiek corli kr oKlidEd in apild 
I 0 S 1 KAK. Ha SuU- |kiViAully AAs-mJ mJ BajPnl nm ams bll UibAft [AM bbl 
nditouHd by IJaU. 
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T<ti 1 [> 0 >Mlf Mr FMtJ EI‘Hi«rl 

FrtirifaC id# CHIcrTiiHilihE OUhtr. Bm^hI 1 inptnbH 
JiDclCLh^ 


Ow-ofipw *i : Omn tti aliai HH^iii'x ■sirtplHid Kn- Urq Appflulki 
□Kll W4Ti p«d^; hMlOT* rk+ Wm^ ini -hdpiliiFnr^MP -TFP^^ iieKlp4nrf 
if plus'll ACb4<^lc M4 4 c ibp^iEl rvril n «iml ivd frtqrc pncirrmlk. 


^'e DDkmc ^iDldl VI irmlyxHraJ Nn l^rm^^iffcHiac.— nn AHT --01 inpniTH 

idfiJiJBnjaidriiiiiBiincv^MLH T\tiJ^ iA:i<E h iCVIWlyin MC Mlii4-4w ptfili*:' 
■uM’idfl' 44 W'W-ifri Of ^;44ilj!ig ii.4r-MiEi1 i:4'i>^l psalm ^ncfi lied- 

IHA fci # 41 l 0 | 4l^ l^VwJsJ bElby D g^FJ^KCkL 

A#?rwp™iE»riflfcA-^prhimhfi'1fl*tl>0iJ?B 1^. Iiha^^mirif 
10 rvdiA diraDribtrvfiinOi in 4c curoivi^uu vKciutBn x&cdik dJ Ld 
fDl^cuiME VI uiiacfBiDi^iJ wnlM d* pruKui 

tlii [^tvf 4M-TK>i>ljC«>H-'k ^ Ofll]^ Mtkd- » U - 

" nv-JT fee diiibiKil Lbr FDii in ^mllcd nbvtvfiJtJ lidlHtiJ 1^ LLil rnid be 
0<i>Jv4laJ hcfiin iLc^r ndl EESDtdc net 1 iui civnmiuc. T^wniid rmifcia'‘Ai iruJ 
UBCuklm vnu iTBri u duties rfvi ilwi 

VviNtrTPdKiiOiA U|L bt hiC reqnic lidlHaJ eIuiJ Lfuli aJ.<inx. T^cic 

be da ■LMJj. itiic lapKl m Lb renan^xiE*f die Anim V^aiv Loavinn 

^nf?n. I'b rm.npB inq r*0 yow? ni> ll I- Pdi^iicfi cf Um i1inb4f 

■Tfibip by ■KH'itf* f>1 LdlkT iSdikiMn. 4« in oa imvdiir Hw L« 

rW^lJilK: ibdi^Biiviai^ fer buaJ boqdai. 


Thij 4 : ynj. 
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Mr. Shays. Thank you very much. I appreciate all of you being 
here and we will try to nail down where we have our differences 
and where we have our agreements and where we just simply don’t 
understand and are happy to he enlightened. 

Ms. Schakowsky, do you want to start? 

Ms. Schakowsky. Secretary Oliver, despite your rather ringing 
endorsement of the value of this private sector venture, the good 
thing about industry, they know what their costs are, in fact, it 
sounds like the new contract talks about costs that are about three 
times as high. It sounds to me like the investment that the tax- 
payers have made in this plant since its purchase, and I am look- 
ing at renovation and Government equipment, is maybe six times 
more than this private company has invested, about $18 million, 
$11.8 for renovation? 

Mr. Oliver. The renovation was planned before they were 
bought, ma’am. And essentially I think the GAO testified, the GAO 
and I talked Monday because my staff tells me we have added 
something like $130,000, $30 odd thousand to the contract since 
they were bought. And GAO thinks it is somewhere in the order 
of $250,000. And I didn’t bother to track down the difference in 
numbers. 

Ms. Schakowsky. The cost estimates for product, we are talking 
about 

Mr. Oliver. That’s an important issue. 

Ms. Schakowsky [continuing]. Three times as much. 

Mr. Shays. Would the gentle lady yield to me? 

Ms. Schakowsky. Sure. 

Mr. Shays. I just want to be clear on this, just so we are not 
talking two different directions here. How much has the Govern- 
ment put into this plant? And I am happy to have you say what 
was before BioPort and what was after? 

Mr. Oliver. Let me give you an answer and also take it for the 
record, somewhere between, the Government has put into this 
plant somewhere between $11 and $19 million, I mean Government 
furnished equipment. It falls in that range, and I don’t remember 
where. 

Mr. Shays. So her question was not an unreasonable question. 

Mr. Oliver. No, when the State of Michigan had it is my point. 

Mr. Shays. OK. 

Mr. Oliver. My point was, I don’t want 

Mr. Shays. Now this renovation that is going on now is being 
paid for by BioPort? 

Mr. Oliver. No — yes, it is but what the point of it — we will even- 
tually pay for it in price because we are their customer. What I am 
saying is that renovation was planned before the plant was sold. 
All I am trying to do is to say this is not a sweetheart deal. 

Mr. Shays. No, I know, all I am trying to do — well, we didn’t say 
it was a sweetheart deal. I haven’t said it. Did you say it was a 
sweetheart deal? We are just trying to understand the specifics. 

Mr. Oliver. Right. 

Mr. Shays. I am not trying to be cute with you. 

Mr. Oliver. No, I understand, sir. 
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Mr. Shays. You have a concern that you want us to know that 
we got a value and so on, but let’s be more specific. Let’s not say 
between $11 and $19, let’s nail this down. 

Mr. Oliver. No, I said I would take it for the record, sir. 

Mr. Shays. Pardon me? 

Mr. Oliver. I will take it for the record. I don’t recall the num- 
ber at the moment. I will ask my staff to produce it. They will un- 
doubtedly hand me a paper in 2 seconds. 

Mr. Shays. Are you saying to us that the investment that has 
taken place, the shutdown of the plant and all the renovation is 
being paid for out of BioPort’s investment or is the Government 
paying for this investment? 

Mr. Oliver. The agreement was that BioPort would pay for the 
renovation. 

Mr. Shays. OK. 

Mr. Oliver. Can I talk about something else 

Mr. Shays. Sure. 

Mr. Oliver [continuing]. On the 

Mr. Shays. No, no, finish your sentence. 

Mr. Oliver. Period. [Laughter.] 

Mr. Shays. So this investment that is taking place now is not 
Federal dollars? Now they may recapture it obviously in the sale 
of a product, but you are saying that all this investment now is not 
the Government investment? 

Mr. Oliver. Yes, there is an exception — what I am saying there 
is an exception for something like, somewhere between $193,000 
and $250,000. 

Mr. Shays. So all the investment that has taken place, this $11 
to $19, and you are going to nail down the number, that was DOD 
funding from the old contract with the State of Michigan? 

Mr. Oliver. Yes, sir. 

Mr. Shays. Do you mind just 1 second? 

Ms. SCHAKOWSKY. No, Sure, not at all. 

Mr. Shays. No, just before we leave this, but in the process of 
acquisition, then what did we get when this — how much of the sale 
did the United States get for a product? Do we own the production 
facility that is in this plant? It is our dollars? 

Mr. Oliver. No, sir, we have a certain amount of Government- 
furnished equipment, which I am told is $7 million of Government- 
furnished equipment. And, as the Congresswoman said, we have 
put in $111 million in renovation since 1991, or excuse me, $11 
million, close. 

Mr. Shays. OK, now so we have put in $11 million, who owns 
that $11 million? 

Mr. Oliver. We own the Government-furnished equipment. 

Mr. Shays. No, I didn’t ask the $7 million, I didn’t ask about the 
$7 million. Does BioPort own it or does the U.S. Government own 
it? 

Mr. Oliver. BioPort owns it. We own the Government-furnished 
equipment. 

Mr. Shays. And we are going to just stick with this a little 
longer? Do you mind? 

Ms. ScHAKOWSKY. Not at all. 
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Mr. Shays. We put in $11 million before this plant was owned 
by BioPort, and I am going to come to BioPort and ask you your 
understanding of this. And this was investment in a plant owned 
by the State of Michigan? 

Mr. Oliver. Yes, sir. 

Mr. Shays. OK. Did we give it to the State of Michigan, was it 
an outright gift? Did we ask that we be reimbursed when this plant 
was sold for the money we put in? They got $25 million. If you 
don’t know, just say you don’t know. 

Mr. Oliver. No, I will find out. I will find out. Congressman. Let 
me take it for the record, please. I will find out. 

Mr. Shays. But I want you to tell me you either know or you 
don’t know? 

Mr. Oliver. Oh, I do not know, sir. 

Mr. Shays. OK, fair enough. So one question on the table is what 
happened to this original investment of the Federal Government. 
And what you are saying — and I thank you for yielding — what you 
are saying is that presently in the plan is about $7 million of Gov- 
ernment-owned equipment? 

Mr. Oliver. Government-furnished equipment, yes, sir. 

Mr. Shays. Is it Government-owned? 

Mr. Oliver. It is Government-owned. 

Mr. Shays. It was furnished by the Government, we still own it? 

Mr. Oliver. Yes, sir. 

Mr. Shays. OK. And it has some depreciation to it, but obviously 
it is our equipment. Yes, fair enough. Thank you. 

Ms. SCHAKOWSKV. This is a very unusual private sector venture 
that has $11 million of previous taxpayer investment, that has $7 
million of equipment and is now going to re-negotiate a previously 
agreed to contract for three times or whatever, we don’t know, the 
amount of the original contract. And what I wanted to ask Mr. El- 
Hibri, am I doing that right? OK. Was this issue of unforeseen 
problems. 

Mr. Oliver. Ma’am, before you do, can I address the part, there 
are lots of companies that we have Government-furnished equip- 
ment to, private companies in excess of that amount of money in 
which we have contracts and re-negotiate, so that is actually pretty 
normal. OK, we frequently are furnishing Government-furnished 
equipment to private companies. 

Ms. ScHAKOWSKV. And is it also pretty normal, because I also 
wanted to remind myself, as well as the GAO, to grant immunity 
from liability to companies? 

Mr. Oliver. This is precisely what you do in this area of the 
drug world and it is where I talked to you about the late 1970’s, 
early 1980’s where we were in this company, the lawsuits almost 
drove the cost of child DPT-type immunizations through the roof, 
the reason this body passed a law providing indemnification for 
those drug companies was because of the same reason the Depart- 
ment of Defense indemnified BioPort. 

Ms. ScHAKOWSKV. Let me ask you this before I get your response 
then, what is the total U.S. investment in BioPort exactly? 

Mr. Oliver. If my note is correct, then it is the $7 million of GFE 
and $11 million for previous renovation, for a total of about $18 
million. 
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Ms. ScHAKOWSKY. OK, thank you. The issue now of these unfore- 
seen problems that you saw, if, as you have stated, that a tracking 
system is an essential component of this type of company, you must 
have known that whatever they call it, the Michigan owned com- 
pany, did not have that. Did you examine the question before you 
purchased the company? 

Mr. El-Hibri. Oh, absolutely. We were fully aware that no cost 
accounting system was available, nor that there was a general ac- 
counting system, financial accounting system in place that would 
be compliant with normal GAAP principles. So what we did was 
make our own projections at the time we took over the facility, 
based on estimates in the future, and used those projections in ar- 
riving at a price, together with the DOD. 

Ms. ScHAKOWSKY. Well, another unforeseen problem that you 
mentioned in your testimony is the delay in renovations. You stat- 
ed that MBPI was in the midst of renovating the facility with, in 
retrospect, an unrealistic timetable. And, again, I would think that 
most purchasers would carefully examine that. Did you do that 
kind of analysis and how come you weren’t able to determine that 
the timetable was not realistic? 

Mr. El-Hibri. We understood very well that with renovations, es- 
pecially in a highly regulated environment such as biologies, delays 
might occur because we are concerned about safety and compliance. 
And, certainly, certain expectations were there. But it wasn’t really 
only up to us to decide. We were in negotiations with the con- 
tracting office. The contracting office explained to us: “this is our 
Government equipment and by building in unreasonable delays, we 
don’t want to pay for it. We believe that the State had submitted 
a plan where the facility could be up and running by January of 
this year.” And we need 2.5 million doses by September of this 
year. Our proposal, incidentally at the time, was significantly less, 
actually more in line with what we are proposing now. At the time 
when we negotiated with the contracting office, we had limited in- 
formation and both sides in good faith tried 

Ms. ScHAKOWSKY. Excuse me, let me jump in here, then it wasn’t 
unforeseen. You originally stated that you could not produce at the 
levels that ended up in the contract? 

Mr. El-Hibri. The delay was unforeseen. However, you build into 
pricing allowances for delays, which were not accepted. Normally, 
I would say, look, if the price of this product is, let’s say $10 per 
dose, I would allow for another $2 or $3 per dose for potential 
delays. 

Ms. SCHAKOWSKY. But at the time that what you had rec- 
ommended was not accepted 

Mr. El-Hibri. That’s right. 

Ms. ScHAKOWSKY [continuing]. But now you are renegotiating 
about three times the cost. You said that the Department said we 
don’t want to pay for it. In fact, don’t we, and “we” is really the 
taxpayers 

Mr. El-Hibri. Right. 

Ms. ScHAKOWSKY [continuing]. Will pay for it then in a 

Mr. El-Hibri. If you will allow me, please, to clarify the situa- 
tion. If you look at most of the vaccines that are purchased today 
by the Government, the average price, at least based on the infer- 
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mation that is available to us, is about $10 to $12 per dose. The 
reason why you have been receiving doses substantially below that 
price in the past is because the State of Michigan was unable to 
track their costs. So when we have an average price of $3 built into 
the contract today and want to increase that to about $10 per dose 
on average, although it is three times as much, the end price is 
still within the norm. And we are competing against other manu- 
facturers who have a private sales market where they can dis- 
tribute their costs, not solely to the Government, but across several 
clients. 

Ms. ScHAKOWSKY. It seems to me that given the fact that your 
company now does employ — Mr. Oliver, you said there were a num- 
ber of new people and you are trying to change the culture, but, 
in fact, you do employ many of the same people that were there. 
I am still trying to pin down this notion of unforeseen when it 
seems to me that you had the actual individuals who had been 
there, you supposedly had expertise, and it sounds as if some of 
these things were not, in fact, unforeseen, that you actually men- 
tioned them in trying to negotiate an original contract. So I am 
confused about how we ended up at three times as much now? 

Mr. El-Hibri. OK, I will try to shed some more light on that. The 
reason why we ended up with three times — we didn’t end up yet, 
this is simply a proposal and it is subject to DOD’s approval. 

Ms. ScHAKOWSKY. Your proposal is three times as high 

Mr. El-Hibri. Yes, our proposal is three times 

Ms. ScHAKOWSKY [continuing]. Let me clarify that. 

Mr. El-Hibri [continuing]. As much simply to bring our price per 
dose, which is still at low volumes compared to other manufactur- 
ers, in line with what other manufacturers would charge the Gov- 
ernment. And, incidentally, with $10 per dose, we can barely cover 
our costs. It is not that we are trying to generate extraordinary 
profits or somehow use those funds in any other way. It is to cover 
expenses, and expenses that we are controlling. And, incidentally, 
I take issue with that matter. We do have a financial system in 
place that tracks total expenses very accurately. We have audited 
financial reports. The thing we don’t have yet is a cost accounting 
system in place. That will come in the next few months. We are 
working on it. It takes time. We only 2 to 3 months ago found a 
CFO who was interested in joining us. 

Ms. ScHAKOWSKY. OK, Dr. Myers you introduced is next to you. 
Is one of those individuals who was director of MBPI before you 
purchased, I mean it would seem to me then that in terms of the 
information that you needed to avoid unforeseen situations in the 
person of Dr. Myers is right here. He is now, what is his role now 
in the company? 

Mr. El-Hibri. Chief operating officer. 

Ms. ScHAKOWSKY. Chief operating officer of the company was di- 
rector of the company that you say was essentially without con- 
trols? 

Mr. El-Hibri. That is correct. 

Ms. ScHAKOWSKY. Could you explain that to me? 

Mr. El-Hibri. It simply was without controls. Dr. Myers, as I un- 
derstand it, used to report to the State. The financial decisions 
were not in his hands. And maybe he can comment more appro- 
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priately to this, but when we, BioPort, took over the lab, there were 
no financial systems in place. 

Ms. ScHAKOWSKY. And the director of — I would like to ask Dr. 
Myers, if you don’t mind? 

Dr. Myers, we are faced with what in part were unforeseen, al- 
though I know that the chairman, we want to talk a little bit more 
about what was actually foreseen and not unforeseen situations 
that have resulted in a re-negotiation of the contract. You were 
there at MBPI. Could you not as director, and now as chief oper- 
ating officer, couldn’t you have been more helpful in pointing out 
what the situations might have been so that we could have a rea- 
sonable contract originally? 

Mr. Myers. Yes, let me respond to that and thank you for asking 
me to respond. I have to tell you first that the Michigan Depart- 
ment of Public Health was an organization of about 1,500 employ- 
ees, of which there were 75 to 125, through most of the last 15 
years, who worked in an in-line division within a bureau within 
that major department within the State of Michigan. And I know 
you grapple with these issues everyday at the Federal level, but 
you can imagine how the support services for 75 people were not 
in the 75 peoples’ hands. That includes personnel, that includes fi- 
nancial administration, that includes budgeting, that includes pro- 
curement, sales, and other administrative issues. And it is notable 
that the FDA, quite wisely, recognized that several years ago and 
observed in a written observation that the control of the facility 
was not in the hands of the head of the facility, me. 

So the fact that there were no cost accounting systems or track- 
ing systems in place, the fact that the janitorial services were hired 
by an agency downtown, now we are into the 60,000 people who 
are State employees in Government. It was not uncommon at all, 
I don’t believe in any State’s government. It was not uncommon for 
us. We simply didn’t have a hold of it. We submitted a manage- 
ment plan every year. That management plan was filtered at the 
bureau level. It was filtered at the Department level. It made its 
way down to the State capital in the appropriations process. We 
were given an appropriation that had from 2 to 10 lines. And we 
spent in accordance with the appropriation. 

Ms. ScHAKOWSKY. Right, but you did make requests that you 
thought were in line with what your needs were? 

Mr. Myers. We certainly did. 

Ms. SCHAKOWSKY. OK, SO you knew what those costs were, is 
that true? If you, to the best of your ability, estimated those costs 
that were then by the bureaucrats whittled down, then you should 
have known? 

Mr. Myers. Well, certainly we were asked and we complied with 
the same sorts of budgeting processes that I expect people need to 
comply with at the Federal level. That is, give us 100 percent of 
last year, give us 95 percent of last year, give us 90 percent of last 
year, and give us 105 percent of last year. That is what I inherited, 
and that is how we were asked to manage our program budget, and 
that is how we managed it. 

Ms. ScHAKOWSKY. Well, let me ask you this, are we in a similar 
situation? Mr. El-Hibri, I’m sorry, you said that you had made esti- 
mates that in fact were more accurate to begin with? 
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Mr. El-Hibri. Estimates on the number of doses that we sub- 
mitted in the middle of last year, just before the privatization. 

Ms. SCHAKOWSKY. So how did you end up signing on to an origi- 
nal contract that was out of whack to begin with and you knew 
that? 

Mr. El-Hibri. Well, I didn’t know that it would be out of whack. 
All I knew, was that it did not have any room for contingencies. 

Ms. SCHAKOWSKY. By a lot, by a third. 

Mr. El-Hibri. By a lot, absolutely. And this is what I explained 
to the contracting office, that we are dealing with a company that 
produces biologic products and there needs to be contingencies built 
in. But the approach was a cost-plus-type approach where they 
looked at our costs, allocated certain costs to the production of an- 
thrax vaccine and did not allow for any contingencies. We were 
under a time constraint. We wanted to meet the DOD require- 
ments, that the program was to continue and in good faith, we 
tried to meet those demands. And at that time, I would have felt 
a little uncomfortable adding significant contingencies to the price, 
which I couldn’t defend other than to say that this is standard in 
the biologies industry. 

Ms. SCHAKOWSKY. Thank you. 

Mr. Shays. One of the advantages of just listening to my col- 
league ask questions is I am also hearing the questions that she 
is formulated her next question, and I am left with a very uneasy 
feeling because I am either to believe, Mr. El-Hibri, that you are 
a very capable and knowledgeable person who knows your busi- 
ness. And, Dr. Myers, you have already appeared before us. I know 
you are very knowledgeable. And I can believe that. And if I believe 
that, then there is no way I can understand how you could have 
agreed to a contract that didn’t look at the best and worse case sce- 
narios and sought to have something at least in the middle. You 
are either very knowledgeable and capable or we are just not get- 
ting the story as it truly is. And the response that Ms. Schakowsky 
asked you, you did know what you thought the costs were and you 
did request it and you didn’t get the agreement from DOD. 

And, Mr. Oliver, as I am hearing you, you have come in after the 
fact, correct? And you have looked at this agreement and you think 
that DOD pressed too hard and didn’t have an agreement that 
would be fair to both sides? 

Mr. Oliver. That’s correct, sir. 

Mr. Shays. Well, that is the way you view it. And, Mr. El-Hibri, 
I think the answer to the question would be more accurate that you 
had a sense of what this would take and you all agreed to some- 
thing less and is that a fact? 

Mr. El-Hibri. That’s a fact. 

Mr. Shays. OK. So the words of unanticipated and so on, I think 
are a little disingenuous. 

Mr. El-Hibri. Specific things that happened were unanticipated. 
Generally speaking, you allow for contingencies and imponderables 
that may be of any nature. 

Mr. Shays. You have got a little wiggle room, but not much. 

Mr. El-Hibri. Sorry? 



59 


Mr. Shays. You have got a little wiggle room but not much. The 
bottom line is you had a sense of what this operation would cost. 
You knew what you wanted to be 

Mr. El-Hibri. No, I did not have a sense, I am sorry, because I 
did not know this facility. 

Mr. Shays. Let me ask you something. 

Mr. El-Hibri. OK. 

Mr. Shays. I want you to be — ^because this will be the first of 
many hearings if we don’t satisfy some basic information. And I am 
pretty fair to witnesses that come before us. And whatever I feel 
about the mandatory nature of this program is not going to color 
what I think about this. These are two somewhat related but not — 
if this program makes sense, we should do it. If it doesn’t make 
sense, we shouldn’t. I am talking about the viability of the protec- 
tion and so on. What I want to do is hopefully not have two or 
three hearings. I have really tried to be a good listener here. 

What I am hearing is that you all wanted a contract. You had 
a sense of what the cost would be and you had the sense that you 
needed this to cover costs. And that any businessman who makes 
an investment is not going to — well, some do, but they sometimes 
regret it, they bet the shop on it and then everything has to turn 
out just perfectly. But most people who get into this kind of ar- 
rangement have to establish contingency plans. So you anticipated 
the best case scenario. And so if you can say, “Well, we didn’t an- 
ticipate the best case scenario,” that is where I am thinking you 
are being a little disingenuous. 

The bottom line is, you knew, you had a sense, isn’t it correct, 
you had a sense of what it would take to run this plant. And you 
signed a best case scenario with the DOD, that if everything turned 
out perfectly, you would do all right. And if it didn’t, you would 
have some problems. Isn’t that a more accurate description? 

Mr. El-Hibri. May I use my own words, Mr. Chairman? 

Mr. Shays. Sure, I would prefer that. 

Mr. El-Hibri. At the time we took over the facility, we had very 
limited data and information. We tried to the best of our ability to 
project forward what would be reasonable costs. The contract we 
ended up signing was below what we thought would be reasonable 
costs, OK. The reason we did that, and maybe it was poor judg- 
ment, but we needed to continue keeping our people employed, 
meeting the DOD requirements, and moving forward. If we would 
have taken 3, 4, 5, 6 months to negotiate file contract, we might 
have ended up in a disastrous situation. At the end of the day, I 
felt I was compelled to act quickly because I was dealing with Gov- 
ernment-furnished equipment that doesn’t belong to us and that we 
needed to meet a very important program, as we understand it, by 
the Government. 

Mr. Shays. OK, I appreciate your candor. But when you pur- 
chased this plant, you purchased this plant with the understanding 
that you would have a buyer of your product? 

Mr. El-Hibri. Yes. 

Mr. Shays. So what kind of dialog took place between you and 
the Government. In other words, I can say $3.5 million is not a big 
investment, for me it is big, but for an investor 

Mr. El-Hibri. For us it is big too. 
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Mr. Shays [continuing]. Well, but that is unsettling. But I will 
accept the fact that for you it is. 

Mr. El-Hibri. And when I say we, “we” include managers who 
have put up personal funds as part of our equity and that is what 
I meant by saying to us too. 

Mr. Shays. OK, but how did you determine the price of $25 mil- 
lion? On what basis would you determine a price like that? 

Mr. El-Hibri. Well, really the price of $25 million has been — I’m 
not saying is an incorrect price, but let us take a moment to really 
understand what it represents. It represents a $3.25 million down 
payment that was made at the time of closing. It represents $4.5 
million of a deferred purchase note, which is payable over 5 years, 
one-half a million the first year and then $1 million the subsequent 
4 years. The rest was just an ability for us to receive working cap- 
ital. For example, we took another note from the State of $3.15 mil- 
lion for inventory. And we sold that inventory and we received that 
money. So that was to be used for working capital. There were re- 
ceivables of $4.5 million. We also collected those receivables. But 
we agreed after a year to pay that back to the State, again, having 
not only the $3.1 million, but also the $4.5 million as working cap- 
ital. 

So going into this deal, we had brought forward $3.25 million in 
cash and would have roughly $8 million of working capital, which 
we believed was enough to keep this 

Mr. Shays. It was about $8 what. I’m sorry? 

Mr. El-Hibri. $8 million, if you add the 

Mr. Shays. I understand. 

Mr. El-Hibri [continuing]. $4.5 million plus $3.1 

Mr. Shays. The inventory and accounts receivable? 

Mr. El-Hibri. Sorry? 

Mr. Shays. The inventory plus accounts receivable? 

Mr. El-Hibri. Yes, that is correct. 

Mr. Shays. Now you are not going to get all your accounts receiv- 
able, but 

Mr. El-Hibri. But we did get them all. They were DOD receiv- 
ables. 

Mr. Shays. OK, you are going to get them? 

Mr. El-Hibri. Yes, and we got them all. 

Mr. Shays. OK. 

Mr. El-Hibri. So the inventory was to be under contract with the 
Government, so really we thought there was little risk and the re- 
ceivables were from the Government. 

Mr. Shays. But what is your total obligation to the State of 
Michigan? 

Mr. El-Hibri. The total obligation remains to be these two notes, 
which add up to $7.65 million and royalties. We pay them between 
3 to 5 percent of our sales in royalties over the next 5 years. And 
product donations. They were interested in receiving some of our 
products for free. But they are really insignificant in the larger pic- 
ture. 

Mr. Shays. OK. And that is capped over a certain period of time? 

Mr. El-Hibri. Over 5 years. Everything is over 5 years except for 
the inventory and receivable notes that are due within a year, from 
when we took over. 
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Mr. Shays. The bottom line, you have your purchase note and 
your inventory and your receivables that you have obligations to 
make payment on? 

Mr. El-Hibri. That is correct. 

Mr. Shays. What was the obligation about the 200 employees? 

Mr. El-Hibri. I believe it was written in the legislation that the 
buyer was to take over all employees or provide an opportunity for 
each employee to remain employed for 1 year, and we complied 
with that. 

Mr. Shays. So now your only obligation is to keep those employ- 
ees who truly you need? 

Mr. El-Hibri. We still are obligated until September. 

Mr. Shays. Oh, September, I’m sorry. 

Mr. El-Hibri. Yes, because we only took over September 5th, so 
the full year would be over this coming September. 

Mr. Shays. Mr. Oliver, I am going under an assumption that if 
you hear any information that is inaccurate or anyone else who is 
with you today, that you would correct the record. Otherwise, I am 
going to assume that DOD concurs with what is being said. If you 
don’t have knowledge, then I want to know that. But do these num- 
bers strike you as what you understand them to be? 

Mr. Oliver. Yes, sir, and besides that I am working up the cour- 
age to correct the record, and I am just sort of waiting for a lull 
when you appear to be 

Mr. Shays. OK, I am in a very kind mood. 

Mr. Oliver. Are you? [Laughter.] 

Mr. Shays. Yes. 

Mr. Oliver. This is the right time then? 

Mr. Shays. Right time. 

Mr. Oliver. What I want to point out is I mis-spoke earlier when 
I talked about who was going to fund the restoration. We funded 
that at $4.7 million. It was planned and programmed before the 
sale, but DOD funded it. 

Mr. Shays. OK, so some of the renovation now is being funded 
by DOD? 

Mr. Oliver. Yes, sir. 

Mr. Shays. Right, agreed to under the previous owners? 

Mr. Oliver. Yes, sir, $4.7 million. 

Mr. Shays. Thank you. I am very happy you corrected the record. 
It was my understanding that the DOD did have some problem, so 
it would have been something we clearly would have checked. 
Thank you for correcting the record now and not later. Thank you. 

So the way I see things as they stand now, the bottom line, Mr. 
El-Hibri, is that you agreed to a contract which you prayed would 
work out in the end with the best case scenario happening. It 
didn’t happen that way and you are back attempting to get a con- 
tract you think is workable with DOD. 

And, Mr. Oliver, what I am hear you say is that you looked at 
the contract, and coming after it had been negotiated, you don’t feel 
the contract was a plausible one? 

Mr. Oliver. Mr. Chairman, people are human and everybody has 
their own responsibility in my organization. I am not sure the con- 
tracting officer recognized that we were not buying toy wagons 
from BioPort. I mean if you are buying toy wagons, you can just 
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negotiate whatever cut-throat price you want. And, as the General 
Accounting Office talked about earlier, the Government really has 
a great deal of power in this situation because they are buying a 
product, because we have some equipment, and we are the only 
buyer, and you have contracting officers who are very good and do 
an excellent job of getting the taxpayers money. But I am not sure 
they recognized that what we were providing, in my view, is an en- 
titlement. 

And when the Secretary of Defense decided, bravely in my view, 
that we were going to address the issues of the new world and not 
worry about the old world and barbed wire so much as the new 
problems in bio-medicine and made that decision, we essentially 
said to the mothers and fathers across the country, we are going 
to protect your sons and daughters that we send into combat and 
into dangerous areas from anthrax. And so, therefore, we made it 
an entitlement. And, in my view, that shifts the importance of this 
contract significantly, and I’m not sure my people all recognized it. 

Now it is my job to make sure they do and to recognize those 
things from a bigger perspective. It is the reason I have gone there 
twice. It is the reason I personally have started taking the anthrax 
vaccine and have taken the shots. And it is not because I expect 
that we are going to get attacked over at the Pentagon, although 
we might, but it is because I wanted to demonstrate that I am com- 
fortable with the quality control. I am with comfortable with what 
BioPort is doing. And so I am willing to put it in my body, which 
is final. But the crux of this is I am not sure people recognize that 
work for me that things were shifting, that we had shifted from a 
toy wagon program to an entitlement program in which we were 
going to have to respond to all the mothers and fathers across the 
country as to how we were protecting their sons and daughters. 

Mr. Shays. I appreciate that response but it really does beg an- 
other response from one aspect. You are calling it an entitlement 
but there are some people who don’t want to be entitled? 

Mr. Oliver. There are some people who don’t want to be entitled 
to Social Security. There are some people who don’t want to be en- 
titled to everything. 

Mr. Shays. And they have the ability to turn it back. You made 
that point that you are thinking about them, so I am just going to 
give you a different view for the record. 

Mr. Oliver. Yes, sir. 

Mr. Shays. The different view is that while you are willing to put 
this in your body, some don’t. And yet some still want to serve the 
country and they have served it gallantly in the past and want to 
continue to. And you have — ^your Department has made a deter- 
mination that whether or not they want it, they take it. And they 
even take it if they are not in a zone that may demand that they 
be protected from it. And that is the craziness of this. 

And one of the things, and it does raise a point, my under- 
standing is one of the issues is that DOD is determined to buy 3 
million less doses, is that correct? 

Mr. Oliver. Sir? 

Mr. Shays. Purchase 3 million less dosages of the anthrax, that 
is not correct? 
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Mr. Oliver. No, let me be completely careful. As I said to you, 
my staff is evaluating BioPort’s proposal. I have not looked at it. 
I would have, in fact, I would have liked to before the hearing 

Mr. Shays. Let me clarify this, BioPort is suggesting that you all 
buy 3 million less? 

Mr. El-Hibri. May I clarify? 

Mr. Shays. Yes, I just want to understand the facts. 

Mr. El-Hibri. Yes, it is important that we understand the facts. 
For the contract year one or option year one and two, there were 
2.5 million doses negotiated back in September. Those numbers 
were derived from, as I understand it, the theoretical capacity of 
what we believed the new renovated facility that hadn’t been com- 
pleted by then would deliver. 

Now, in our proposal, we had significantly lower doses, in line 
with about 1.5 million, I believe, and 3.4 million for the next year. 

Mr. Shays. This is production capacity? 

Mr. El-Hibri. Right. Because in our proposal, we allowed a little 
bit for private sales and we allowed a little bit for contingencies be- 
cause you never really can operate at full capacity. 

Mr. Shays. Right. 

Mr. El-Hibri. But since it wasn’t our equipment and since we 
were told we have to deliver everything to the Government, we 
were possibly not as insistent about our potential inability to de- 
liver those quantities. Now it turns out that these numbers were 
derived more from capacity and not really from the actual require- 
ments of the AVA program. When we then studied the AVA pro- 
gram, as we understand it, we realized that the AVA program does 
not require 2.5 million doses this year and 5.4 million does next 
year. Actually, to our understanding, we don’t know what they 
would do with those doses. So we revised our proposal based on the 
more realistic production levels, while allowing us also to allocate 
a few doses for private sales. 

Mr. Shays. OK, let me, but you are also doing it based on what 
you think the DOD needs? 

Mr. Oliver. Yes, sir. 

Mr. Shays. And, General Blanck, maybe you could respond to 
this. What are the DOD requirements for vaccine doses this year? 

General Blanck. This year just under 1 million doses. 

Mr. Shays. And next year? 

General Blanck. Next year it depends if we go from phase one, 
which we are currently in and which the vaccine is required for 
those who are in or would deploy to high-threat areas. And so the 
requirement would be approximately the same, even slightly less if 
we remain at phase one next year. If we go to phase two, 
which 

Mr. Shays. I’m sorry, if you stay in phase one, it is about a mil- 
lion more next year? 

General Blanck. Perhaps a little less. 

Mr. Shays. And if you go to phase two? 

General Blanck. If we go to phase two, then that is the follow- 
on forces, so it would be approximately three times that. And I 
don’t have the exact figure. I can get that for the record. 

[The information referred to follows:] 
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Mr. Shays, during our June 30th testimony, you asked for the DOD requirements 
for vaccine doses to proceed into Phase 2. We completed this analysis and anticipate 
the following requirements through 2002: 

Phase 2: 

2000 2.924 Million Doses 

2001 3.655 Million Doses 

2002 4.225 Million Doses 

Mr. Shays. 2001? 

General Blanck. 2001 remains the same. It doesn’t increase sub- 
stantially until about 

Mr. Shays. Be the same as whatever next year is? 

General Blanck. Yes, sir. 

Mr. Shays. OK. I guess one of the things that I want to be cer- 
tain of is DOD has a concern that their sole provider is able to 
meet its needs. BioPort would obviously have a concern that you 
could be asking for more or less and they have got to be able to 
operate and make their capital costs and also their employee costs 
have some stability. And what I want to be certain is that you don’t 
decide to base, go into phase two based on the needs of BioPort? 

Mr. Oliver. Absolutely, we are not going to. In fact, I really 
wanted to point out whatever he may think is DOD’s needs, it is 
not his responsibility. That is our responsibility to determine. 

Mr. Shays. Right. 

Mr. Oliver. And it has nothing to do with what he thinks is best 
for him and is not going to have anything to do with it. That is 
what I started to say when you called on the General. We are going 
to determine — first of all, we are not going to go to phase two until 
this production line that he has in has been approved by the FDA 
and by the people who work for me and who work for the General, 
the Secretary is not going to consider going to phase two until we 
have assured production line. That is to start with. 

Second, I like some of the people up in Lansing, MI, but we are 
not going to run the Defense Department based on what is best for 
their business. That is one reason we wanted to cut it off because 
it is a lot easier to deal with a private company, which is harder 
for them, but a lot easier for us. It is not going to be policy. 

Can I talk about two other things, Mr. Chairman? 

Mr. Shays. Sure. 

Mr. Shays. I wanted to talk about when we go from phase one 
to phase two 

Mr. Shays. Right. 

Mr. Oliver. I mean that is going to be dependent upon an as- 
sured production line that is in existence. As I told you, we have 
enough right now, we can make it through August. In the event we 
have problems, which I think allows us significant months to fix 
any problems that come up. And, second, it is not BioPort’s — I am 
not terribly interested in what is in BioPort’s best interest in this 
area. This is what the Secretary of Defense and the Joint Chiefs 
of Staff said. 

I would just like to return, because I don’t want it on the record, 
the discussion you had with the General Accounting Office on this 
70,000 doses, 30,000 doses. The question is what did we sell to 
Canada. Right? What did I approve to sell to Canada? First of all, 
let’s talk about the process. The process is the people who did the 
contract originally, although I don’t think either side understood 
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the costs for the reasons I’ve talked about. They don’t understand 
the costs until they got actually divorced from the State of Michi- 
gan and subsequently got rid of all those little arteries that were 
pumping in money that were not known. So I don’t think the peo- 
ple on either side understood the costs. 

But they did what I think is a good contract in that they speci- 
fied that BioPort was permitted to use the Government-furnished 
equipment to produce 200,000 doses a year in excess of what the 
Government needed for private sales. And that is a good idea be- 
cause it induces BioPort to use more effective processes, to make 
sure they don’t have wastage through poor quality control. And it 
introduces some capitalistic drivers in it. And so I think it was a 
really good idea. 

What we added to that, and it is not in the contract, what we 
added to it is though that they can’t sell that to anybody. There 
are various end-users that the Department of Defense is not inter- 
ested in them selling to. So what we did is we put it under what 
is called the International Trade and Arms Regulation restrictions. 
BioPort is not interested in us doing this, but that is the breaks. 
And what happens with ITAR, as you know, it is the same thing 
you use whether you are going to sell a tank or anything else, it 
needs the Department of Defense to review this process and needs 
the State Department to review the process. In other words, is this 
in our best interest? Does it cause problems in the world, et cetera? 
So they cannot just go out on the street and sell this stuff. They 
have to go through a lengthy process. 

My staff proposed to me that we permit BioPort to sell a number 
of dosages from what BioPort owned, not from what the Govern- 
ment had bought, but from what BioPort had separately. OK, so it 
wasn’t Government property. 

Mr. Shays. And this is previous? 

Mr. Oliver. Yes, sir, previously manufactured 

Mr. Shays. OK. 

Mr. Oliver [continuing]. Lot — in 44. And so Canada had come in 
with a request and Canada came in with a request and said we 
would like to have some anthrax vaccine for those soldiers that we 
have with you that are poised, that are monitoring Israel and mon- 
itoring the Middle East, that are up in Saudi Arabia ready to go 
in the Gulf and that are operating with your Naval forces in the 
Gulf. And we would like to have some vaccine to do that. And here 
is Canada, one of our very best allies, and no one that I ever think 
is going to turn against us, and they would like to be protected the 
same way our soldiers and sailors are protected, and I think that 
is a tough thing to turn down. 

Mr. Shays. I am just going to qualify. They want the soldiers 
who are in deployed areas to have the vaccine? 

Mr. Oliver. Same as ours, same as our 10 areas, our phase one. 

Mr. Shays. Right, yes. 

Mr. Oliver. And so they asked to do that and that ends up being 
5,000 or 6,000 doses a year over 5 years. And so we approved that 
through the process in the Department of Defense. And, in fact, 
and then it went over to the State Department, and I think a cou- 
ple of weeks ago, the State Department finally issued a license to 
BioPort to issue 3,000 doses or some number. And that went 
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through and that was sold directly — BioPort sold that directly to 
the Canadian Government instead of washing it through us, which 
is the way we are doing lots and lots of contracts right now. 

Mr. Shays. OK, let me ask you. At a higher price or cheaper 
price? 

Mr. Oliver. At a higher price, I understand. 

Mr. Shays. No, Mr. El-Hibri? 

Mr. El-Hibri. At $40 a dose. 

Mr. Shays. As opposed to? 

Mr. El-Hibri. Sorry? 

Mr. Shays. $40 a dose as opposed to what? 

Mr. El-Hibri. As opposed to $3 per dose that DOD pays. 

Mr. Shays. You are saying $40 per dose? 

Mr. El-Hibri. That’s right. 

Mr. Shays. I think you made the contract with the wrong coun- 
try. [Laughter.] 

Mr. El-Hibri. Yes, sir. 

Mr. Oliver. There are some interesting issues in that which is 
with respect to whether or not we want to have our stuff sub- 
sidized, shifted from the State of Maryland — or State of Michigan 
to the Canadian Government, but, as you may understand. But 
nevertheless, it was a sum of money that we approved the sale. It 
was not Government product. Mr. Chairman, at no time at which 
I was there would we sell what the Government owns, would per- 
mit them to sell to somebody else. 

Mr. Shays. This isn’t a trick question though but did you indem- 
nify them for the sale in Canada? 

Mr. El-Hibri. No. 

Mr. Shays. There is no indemnification? 

Mr. El-Hibri. No, we had to sign a waiver. 

Mr. Oliver. There is no indemnification. And the other part you 
have to understand is no indemnification for negligence either. 

Mr. Shays. Right. 

Mr. Oliver. That is a key part. 

Mr. Shays. But if you had a contract for $40 a dose, you would 
probably be willing to indemnify yourself? 

Mr. El-Hibri. Sorry? 

Mr. Shays. If you had a contract with the U.S. Government for 
$40 a dose, you would probably be willing to take the risk? 

Mr. El-Hibri. That’s correct. 

Mr. Oliver. I am not willing to approve — I do not know what we 
are going to do, but I want to assure you, Mr. Chairman, $40 is 
not within the bargaining range that I am looking at. [Laughter.] 

Mr. El-Hibri. Mr. Chairman, what we are talking about is to 
bringing it up to a level of approximately $10 per does, consistent 
with what the Government pays other pharmaceutical companies 
on average for other vaccines that they purchase out on the mar- 
ket. 

Mr. Shays. Are you all set? 

Mr. Oliver. No, that was it. I just wanted to talk about the sale 
and make sure we had on the record what truly happened and also 
make sure you understood that there were safeguards in place as 
to end users and also safeguards in place so that we had a Govern- 
ment position on each sale. 
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Mr. Shays. OK. Well, let me just tell you what I think is on the 
table right now and if you want to correct the record, I want the 
record corrected. What I think is on the table right now is that we 
have a program that is still mandatory, that you haven’t decided 
when you are going to go from phase one to phase two. Is it a ques- 
tion of whether you ever will or is it a question you intend to, you 
just don’t know when? I saw a nodding head but that doesn’t get 
recorded. 

General Blanck. Yes, the intention is to go to phase two at a 
time that we have assured production of the new vaccine, the vac- 
cine that will come off the new production line. 

Mr. Shays. It is your testimony that a decision to go to phase 
two will not be based on your keeping up some production level? 

General Blanck. That’s correct. 

Mr. Shays. OK. So there is still an opportunity for others to con- 
vince you that maybe that is the wrong way to go? 

General Blanck. Convince the Secretary of Defense. 

Mr. Shays. Right. But we have a mandatory program in which 
you intend to go ultimately and cover all military personnel with 
the anthrax vaccine? 

General Blanck. Yes, the decision is to cover the entire force, 
total force, active and reserves. 

Mr. Shays. Whether or not they are in a theater of danger? 

General Blanck. Yes, sir. 

Mr. Oliver. Well, did you say whether or not they are in a 
threat? 

Mr. Shays. In a theater of danger? 

Mr. Oliver. Yes, sir, but I 

Mr. Shays. So ultimately someone who is based in — a person 
based in St. Louis will have this anthrax vaccine? 

Mr. Oliver. Yes, sir. 

Mr. Shays. Whether or not they want it? 

Mr. Oliver. But, Mr. Chairman, I lived in Connecticut for 5 
years, the longest place I ever lived in my life and a gorgeous area, 
I would like to point out. And one might not think that you are not 
threatened there and how do you know, how does the Secretary 
know that we are not going to be threatened by a terrorist or that 
he is not going to ask someone who is currently stationed some- 
place, whose talents are needed in a threat area, not to go? And 
not to be part of the military. 

Mr. Shays. In this day and age, I think we are going to have to 
figure those things out, honestly. And I think that a one-size-fits- 
all, of all the things that I come down to in all these hearings is 
that there has got to be not one-size-fits-all mentality here. And I 
have been persuaded by some military people that my view that it 
should be voluntary presents some real morale problems, et cetera. 
So I am less inclined to advocate that, but I am certainly inclined 
to say that where they are not under real threat, that there has 
got to be some evaluation of that. And I think most members in 
the military would concur with that. 

Mr. Oliver. Mr. Chairman, let me record my personal disagree- 
ment with that, but return to my professional thing and talk about 
how comfortable I am with the current condition of BioPort. 
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Mr. Shays. Well, the only thing I have really agreed with you so 
far today is that Connecticut is a great place to live. [Laughter.] 

Mr. Oliver. I knew that would come. 

Mr. Shays. No, I have agreed with other points. But, I’m sorry, 
let me get to this point. What did you want to say and then we 
will 

Mr. Oliver. No, sir. 

Mr. Shays. The bottom line to my finishing though, this is a 
mandatory program. It is still going from phase one to phase two, 
as you all see it. And that you have an agreement with BioPort 
that it is your sense, Mr. Oliver, it is not a realistic agreement and 
you are re-appraising this agreement. 

From BioPort’s point of view, you all made a purchase, somewhat 
rolling the dice, frankly, that the contract, that there wouldn’t be 
a Congress that would all of a sudden pull this program out from 
under, that you would have a good case scenario and be able to 
meet your needs feeling somewhat under pressure from the Gov- 
ernment to agree to their — what they were willing to pay since 
they are the only buyer you got. And things didn’t work out as you 
hoped, but you are not surprised that you are in this circumstance. 
And you are asking the Government to re-appraise this agreement 
and that you can’t meet the agreement as you originally signed on 
without literally going belly up? 

Mr. El-Hibri. It would be difficult to sustain ourselves much 
longer. Currently, we are not in default but if you were to ask me 
how much longer we can sustain ourselves given the current con- 
tract value, it would be difficult to give assurances that we could 
meet our obligations throughout the rest of the contract. 

Mr. Shays. OK, well, then let me just finish up with this line of 
questioning. What alternatives does DOD have in the short-run 
and the long-run as it relates to the buying of anthrax vaccine? 

Mr. Oliver. There are no alternatives in the short-run. In the 
long-run, as you know, Mr. Chairman, we are in the process of 
evaluating the budget for next year, the one after you are working 
on right now. In that process, in which I am personally involved, 
we are evaluating a couple of different options. And one option 
would be whether or not we had BioPort establish a separate facil- 
ity physically remote, physically distant. Whether or not we paid 
to startup a new company because we find no commercial interest 
and locate it at either in the same State or distance. And the prob- 
lem with that is, the first one we think takes 3 to 5 years. The sec- 
ond one my staff tells me takes 4 to 7 years. Actually, they tell me 
8, but leadership will make that improve a year. And the other op- 
tion is a new type of technology and to get another drug company 
to try a new type of technology. We think that also is about 5 to 
8 years away. 

The problem, of course, and let me discuss this is you have a vac- 
cine for anthrax — ^you know anthrax is a threat because you know 
that Iraq has weaponized it, you know that Russia worked on it, 
you know several other people. So you have a threat. You have 
something that is safe and effective for the existing problem. And 
that takes care of anthrax. Let us assume that you have several 
other things, which your intelligence people tell you that somebody 
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in the world is working on and trying to weaponize and they may 
spring on your troops, and you don’t have anything against those. 

So the question we are going to wrestle with this summer while 
we are looking at the budget is do I take a chunk of money, several 
tens of millions of dollars, and I put it against developing a second 
source to BioPort or developing a different type of approach to solve 
the anthrax problem and don’t take that money and put it against 
solving another bio-threat or do I accept where BioPort — and in- 
stead manage it as effectively as I can to make sure (1) they are 
not going to rip off the Government; and (2) the quality control 
stays good, and I am comfortable with their product and the people 
they have in charge. 

All those are issues that we are going to review in the summer 
and I think that that shows the range of it. And we are not there 
yet. We do not have consensus, but those are the issues we are 
looking at, Mr. Chairman. 

Mr. Shays. Thank you. I think that is a helpful response and not 
easy answers to those questions. Well, maybe they are easy in one 
sense. But is there anything else any of you want to say? Dr. 
Myers, you have been uncharacteristically silent. Do you have any 
comment you want to make? [Laughter.] 

Mr. Myers. No, other than to say I gained further insight into 
the issues as you see them today, as I mostly listened to today’s 
proceedings and they were very helpful as an individual to me. And 
I would hope that I could speak with staff in the future and gain 
even further insight into your concerns. 

Mr. Shays. OK. Mr. El-Hibri, any comment? 

Mr. El-Hibri. Yes, if you allow me, I would like, Mr. Chairman, 
just to clarify the issue a little bit. I might still be — or at least — 
I was confused about the amount the Government has invested 
over the last several years in the Michigan facility. Our records 
show it is $6.9 million in Government-furnished equipment and 
about $5 million in renovations. If I am not mistaken, it is a total 
of $11 million, it is not $11 million plus $7 million, but it is a total 
of $11. 

Again, we inherited State records so I can’t tell you with any pre- 
cision whether that is correct or not. But even if whether it is $11 
million or $18 million, if you look back 10 years and ask what it 
would have taken to establish a new vaccine, new facility, you 
would see that it would have costed hundreds of millions of dollars 
to do so. And, incidentally, in the chart of the GAO’s statement, I 
saw that approximately $100 million was spent on product. Well, 
but that is not an investment. You received product in exchange for 
it. And what you received was a very cheap product at an average 
price of about $6 to $7. So that you can’t really call that an invest- 
ment. Sure, it came out of DOD’s pocket, but you received product 
in exchange, just like you buy any vaccine from another manufac- 
turer. And it was the State government that really subsidized that 
price. 

So really what is the DOD’s or the Government’s exposure? Be 
it $11 or $18 million for receiving millions of doses of vaccine per 
year. I think if you put it in that context, those numbers aren’t 
that large. 
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Mr. Shays. Originally, this plant was set up to provide vaccines 
for veterinarians and so on, people who worked around animals, 
correct? What was the original purpose? It wasn’t to protect our 
troops against terrorists? 

Mr. Myers. Well, let me 

Mr. Shays. I want the short answer. You have done so well. 

Mr. Myers. Very short. It is always called a plant. I just want 
to make sure everybody understands. It is one floor of a two floor 
building of 20 buildings. 

Mr. Shays. But you heard my — my question is, let me just tell 
you why I am asking. What I am wondering is if anthrax was need- 
ed and necessary and it was developed, and I realize there is only 
one producer, and that was the State of Michigan, there must have 
been veterinarians and others around the country who wanted this 
vaccine. But it was what? Like only about 3,000 people a year who 
were drawing on this? 

Mr. Myers. I think you have the facts pretty well. Let’s remem- 
ber the driving force was laboratory workers. 

Mr. Shays. Right. 

Mr. Myers. Quite honestly, at the time, that included laboratory 
workers who were involved in an offensive bio-warfare program, in- 
cluding in this country down the road at Fort Detrick. 

Mr. Shays. OK. 

Mr. Myers. As well, though, the textile workers 

Mr. Shays. Got you. 

Mr. Myers [continuing]. Who were at serious risk of dying. 

Mr. Shays. But now textile workers — and I guess this is an 
aside; it is kind of off here, but I have just been curious during this 
whole hearing — is there not a need today, lab people, people who 
work with wools, veterinarians, they don’t need this vaccine any- 
more? 

Mr. Myers. The same people who have been served through this 
vaccine through the last 30 years continue to receive vaccines 
today. And that is still in the amount of 

Mr. Shays. Of the small doses? 

Mr. Myers. Yes, sir. 

Mr. Shays. OK, and they are still buying from your plant? 

Mr. Myers. They are still obtaining the vaccine from us. That is 
correct. 

Mr. Shays. And one last question for you. General Blanck, was 
also on my list. When this continues, the program continues, after 
you have gone, if you to phase two with everyone, then what will 
be the maintenance each year? Will it still continue to be about a 
million people then because how many people new people do we 
have, how many leave? 

General Blanck. Well, it will actually be substantially more 
than that because the current dose schedule requires yearly boost- 
ers plus those who will begin their series. And that is the zero to 
4 week, 6 month, and so forth. So the need at that point, when we 
are in phase three, which is scheduled now to be in 2003, will be 
well in excess of a million. 

Mr. Shays. I hope whatever contract is ultimately agreed to, if 
it is re-negotiated and there is a new agreement, that it will not 
be, that production levels will not be a requirement for BioPort to 
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continue to function unless you just literally throw away the pro- 
duction because I have this concern that you will end up, whether 
you stay in this or not, that there will be this great temptation to 
make sure that you have a certain production level to justify 

Mr. Oliver. Mr. Chairman, let me assure you, that happens to 
be my problem is I don’t think people — I was concerned that some 
of my people did not recognize that what I was interested in — I am 
interested in making sure the Government gets the best interest. 
I am also interested in ensuring they keep the overhead people 
that do quality control and process control, no matter what their 
level of production is. I don’t want them to be encouraged to let go 
of the very people that I am relying upon to keep the dosages safe 
that I am putting in my body. So I will assure you that I will do 
that. 

Can I correct the record for something? 

Mr. Shays. Yes, but before you do, just let me ask this other 
question. Realistically, Mr. El-Hibri, when do you anticipate being 
back in production? I am also tempted to have you write this down 
on a paper silently and have you put this down in paper silently, 
Mr. Oliver, and have you both respond. Mr. Oliver 

Mr. Oliver. I won’t listen. 

Mr. Shays. No, I just want you to write down a number on a 
page. Write down when you think it is going to be? Thank you, Mr. 
El-Hibri. 

Mr. El-Hibri. We have been back in production since May. 
[Laughter.] 

Mr. Shays. No, no, no, you are not playing fair here. This plant 
is not fully operating. It is not 

Mr. Oliver. It is not approved, the product is not approved. 

Mr. El-Hibri. Can I just, I was about to continue. 

Mr. Shays. OK. 

Mr. El-Hibri. We are talking about anthrax vaccine production, 
I believe? 

Mr. Shays. Right. 

Mr. El-Hibri. The facility that has been renovated, started pro- 
ducing lots — doses of vaccine in May. We are in the process of com- 
pleting all the documentation necessary to submit to the FDA in 
order to approve the renovation. That takes about 6 months or so 
on average. It is very difficult to — there could be some time slip- 
page there. But only after the FDA has approved our facility, can 
those doses be made available to the Government. 

Mr. Shays. Are you at 60 percent of production level or at 10 
percent? 

Mr. El-Hibri. We are right now operating at six sub-lots a week, 
which translates roughly to a level of about 3 to 3.5 million doses 
a year. 

Mr. Shays. So is that the production level you anticipate being 
at? 

Mr. El-Hibri. We believe that we can crank the production level 
up to about 4 to 4.5 million a year. 

Mr. Shays. OK. By when? 

Mr. El-Hibri. By next year. 

Mr. Shays. OK. 
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Mr. El-Hibri. So there will be a slow ramp up. Again, since we 
are producing three times as much as we have ever done in the 
past, there is a great burden on our 

Mr. Shays. I understand. 

Mr. El-Hibri [continuing]. Laboratory technicians. We just want 
to make sure that we continue producing at the rate that is com- 
fortable for our people and that the addition of additional staff is 
done in a realistic manner. 

Mr. Shays. OK. We just keep thinking, and my staff keeps think- 
ing of questions that, and I do want to draw this to a conclusion, 
but technically you are at risk in your production now until they 
approve? In other words, they could decide that what you have pro- 
duced for 5 months is not going to be approved? 

Mr. El-Hibri. That is correct. Is at risk, but we do receive some 
progress payments from the Government. So we share risks. 

Mr. Shays. Fair enough. Mr. Oliver, what did you write down? 

Mr. Oliver. February 2000 because although he is correct as to 
the normal time, 6 months, which would be late December, early 
January, my experience is that we always experience some delays 
in there. 

Mr. El-Hibri. That’s correct. 

Mr. Oliver. So I am going to lean on my people to maintain the 
right schedule, et cetera, which is January. But I always like to be 
right rather than 

Mr. Shays. Good, OK. 

Mr. Oliver. And so I think it is February, that is what I think. 

Can I correct one thing that he said, sir? 

Mr. Shays. Yes, you can correct. 

Mr. Oliver. I am not sure, you were interested in Government- 
furnished equipment and renovations and I am not sure they are 
counting all the money since 1991. I am not even sure you would 
know what it is. And if you count all the money since 1991, our 
records show that the renovations have been $11.3 million and the 
Government-furnished equipment is $6.9 million. 

Mr. Shays. That is what we are going with. 

Mr. Oliver. Sir? 

Mr. Shays. That is what we are going with. 

Mr. Oliver. I just wanted to correct that. 

Mr. Shays. That’s fine. 

Mr. El-Hibri. And as to production, I didn’t mean to answer 
your question incorrectly. We are actually producing, but it doesn’t 
mean that we have a product that we can sell. 

Mr. Shays. I understand that and I think your answer was valid 
based on your response. You are producing now, it just hasn’t been 
FDA approved. But those lots that you are producing now, more 
than likely will be approved. You can’t be certain of it. And you and 
the Government are sharing the risks. 

Mr. El-Hibri. That’s right, and for the record, we believe it is 
probably going to be February. [Laughter.] 

Mr. Shays. OK. I will say this though, the unhealthy part of this 
is that you are a private sector operation which is forcing the Gov- 
ernment to share in your risks. And that is evident from this. The 
bottom line is this is so important to us that we are going to want 
this plant to operate. And that is why it is important, Mr. Oliver, 
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that your people do tremendous oversight. It is a monopoly that we 
need to operate if you continue with the program as you intend. 

Mr. Oliver. Yes, sir, I appreciate that. As I told you, I have had 
people out there 

Mr. Shays. I hear you. 

Mr. Oliver. I have had lots of people out there. 

Mr. Shays. I just want you to know that I feel that way on the 
record. 

General Blanck, any closing comments? 

General Blanck. Nothing to add, thank you. 

Mr. Shays. OK. Anybody else want to make some — yes, sir? 

Mr. El-Hibri. Yes, please. I would just like to address the issue 
of sharing risks. 

Mr. Shays. Are you sure you want to? 

Mr. El-Hibri. I do. 

Mr. Shays. OK, well, it is going to open up — fair enough, OK. 

Mr. El-Hibri. OK, we risked moneys when we took this thing 
over. We did an evaluation of the risk and return potential. 

Mr. Shays. Can I say something to you, I don’t know if you want 
to go down this door. 

Mr. El-Hibri. OK. 

Mr. Shays. I am going to tell you what your options are first. 

Mr. El-Hibri. All right. Eine, I take your advice, Mr. Chairman. 

Mr. Shays. We are going to get into a whole big discussion about 
really what kind of risks. And we will be here for a lot longer. I 
will accept the fact that you think you have taken a risk, and we 
will leave that on the record. And you can accept my feeling that 
it is a risk with many qualifications. And so it is quite a different 
risk. It is a shared risk. 

All right, folks, thank you very much. I am going to close. 

Mr. El-Hibri. Thank you. 

Mr. Oliver. Thanks, Mr. Chairman. 

[Whereupon, at 12:35 p.m., the subcommittee was adjourned.] 
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